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TO AMEND SECTION 503 (b) OF THE FEDERAL FOOD, 
DRUG, AND COSMETIC ACT OF 1938, AS AMENDED 


TUESDAY, SEPTEMBER 11, 1951 


Unrrep States SENATE, 
SUBCOMMITTEE ON HEALTH OF THE SENATE 
ComMMITTEE ON LABOR AND Pupiic WELFARE, 
Washington, D.C. 


The subcommittee met at 10 a. m. pursuant to call, in the old Su- 
preme Court room, the Capitol, Hon. Herbert H. Lehman (chairman) 
presiding. 

Present : Senators Lehman, Hill, Neely, Humphrey, and Ives. 

Present also: Kenneth Meiklejohn, staff director, Subcommittee on 
Health; Melvin W. Sneed, assistant staff director, Subcommittee on 
Health. 

Senator Neriy. We will commence the hearing on S. 1186 (amend- 
ments in the nature of a substitute) and H. R. 3298. The two bills will 
be inserted in the record at this point. 

(The bills, S. 1186 (amendments in the nature of a substitute) and 
H. R. 3298, are as follows:) 


[S. 1186, 82d Cong., 1st sess.] 


AMENDMENTS (in the nature of a substitute) intended to be proposed by Mr. 
Humphrey to the bill (S. 1186) to amend section 503 (b) of the Food, Drug, 
and Cosmetic Act of June 25, 1938, as amended, viz: Strike out all after the 
enacting clause and in lieu thereof insert the following: 


That subsection (b) of section 503 of the Federal Food, Drug, and Cosmetic 
Act, as amended, is amended to read as follows: 
“(b) (1) A drug intended for use by man which- 
“(A) is a habit-forming drug to which section 502 (d) applies; or 
“(B) because of its toxicity or other potentiality for harmful effect, or 
the method of its use, or the collateral measures necessary to its use, has 
been determined by the Administrator, on the basis of opinions generally 
held among experts qualified by scientific training and experience to evaluate 
the safety and efficacy of such drug (and, where a public hearing is required 
by paragraph (5), on the basis of evidence adduced at such hearing by such 
experts), to be safe and efficacious for use only after professional diagnosis 
by, or under the supervision of, a practitioner licensed by law to administer 
such drug; or 
“(C) is limited by an effective application under section 505 to use under 
the professional supervision of a practitioner licensed by law to administer 
such drug, 
shall be dispensed only (i) upon a written prescription of a practitioner licensed 
by law to administer such drug, or (ii) upon an oral prescription of such prac- 
* titioner which is reduced promptly to writing and filed by the pharmacist, or (iii) 
by refilling any such written or oral prescription if such refilling is authorized 
by the prescriber either in the original prescription or by oral order which is 
reduced promptly to writing and filed by the pharmacist. The act of dispensing 
a drug contrary to the provisions of this paragraph shall be deemed to be an act 
which results in the drug being misbranded while held for sale. 


1 
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“(2) Any drug dispensed by filling or refilling a written or oral prescription of 
a practitioner licensed by law to administer such drug shall be exempt from 
the requirements of section 502, except paragraphs (a), (i) (2) and (3), (k), 
and (1), and the packaging requirements of paragraphs (g) and (h), if the drug 
bears a label containing the name and address of the dispenser, the serial num- 
ber and date of the prescription or of its filling, the name of the prescriber, and 
if stated in the prescription, the name of the patient, and the directions for 
use and cautionary statements, if any, contained in such prescription. This ex- 
emption shall not apply to any drug dispensed in the course of the conduct of a 
business of dispensing drugs pursuant to diagnosis by mail or otherwise without 
examination of the patient or to a drug dispensed in violation of paragraph (1) 
of this subsection. 

“(3) The Administrator may by regulation remove drugs subject to section 
502 (d) and section 505 from the requirements of paragraph (1) of this sub- 
section when such requirements are not necessary for the protection of the 
public health. 

“(4) A drug which is subject to paragraph (1) of this subsection shall be 
deemed to be misbranded if at any time prior to dispensing its label fails to 
bear the statement ‘Caution: Federal law prohibits dispensing without prescrip- 
tion’. A drug to which paragraph (1) of this subsection does not apply shall 
be deemed to be misbranded if at any time prior to dispensing its label bears 
the caution statement quoted in the preceding sentence or any other statement 
which represents or implies that the dispensing of the drug without the prescrip- 
tion of a licensed practitioner is prohibited. 

“(5) Any interested person may file with the Administrator a petition pro- 
posing the making of a determination, or the modification of a determination 
made or proposed to be made, by the Administrator pursuant to subparagraph 
(B) of paragraph (1). The filing of a petition for the purpose of opposing 
a proposed determination that a drug is one to which such paragraph (B) applies 
shall stay the operation of paragraph (1) with respect to such drug until a peti- 
tion for judicial review can be filed and interim relief sought under section 
10 (d) of the Administrative Procedure Act. The petition shall set forth in 
general terms the proposal contained therein, and shall state reasonable grounds 
therefor. The Administrator shall give public notice of the proposal made in 
the petition and shall give to all interested persons a reasonable opportunity 
to present their views thereon, orally or in writing, and as soon as practicable 
thereafter shall make public his action on the proposal. At any time prior 
to the thirtieth day after such action is made public, any interested person may 
file with the Administrator objections to such action, specifying with particu- 
larity the changes proposed, stating reasonable grounds therefor, and requesting 
a public hearing for the taking of evidence of experts who are qualified by 
scientific training and experience to testify on the question of whether the drug 
in question is safe and efficacious for use only after professional diagnosis by, 
or under the supervision of, a practitioner licensed by law to administer such 
drug. The Administrator shall thereupon, after appropriate notice, hold such 
public hearing. As soon as practicable after the hearing, the Administrator shall 
make his determination and issue an appropriate order. The Administrator shall 
make his order only after a review of the whole record and in accordance with 
the reliable, probative, and substantial evidence, and shall make detailed find- 
ings of the facts on which he based his order. Such order shall be subject to 
judicial review in accordance with the provisions of section 701 (f) and (g). 

“(6) Nothing in this subsection shall be construed to relieve any person from 
any requirement prescribed by or under authority of law with respect to drugs 
now included or which may hereafter be included within the classifications stated 
in section 3220 of the Internal Revenue Code (26 U. S. C. 3220), or to marihuana 
as defined in section 3238 (hb) of the Internal Revenue Code (26 U.S. C. 338 (b)).” 

Sec. 2. The provisions of this Act shall take effect six months after the date 
of its enactment. 

Amend the title so as to read: “A bill to protect the public health by regulating 
the labeling and dispensing of habit-forming and other prescription drugs, by 
amending section 503 (b) of the Federal Food, Drug, and Cosmetic Act.” 
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[H. R. 3298, 82d Cong., 1st sess.] 
AN ACT To amend section 503 (b) of the Federal Food, Drug, and Cosmetic Act 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That subsection (b) of section 503 of the Fed- 
eral Food, Drug, and Cosmetic Act, 2s amended, is amended to read as follows: 

“(b) (1) A drug intended for use by man which— 

“(A) is a habit-forming drug to which section 502 (d) applies; or 
“(B) because of its toxicity or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use, is not safe 
for use except under the supervision of a practitioner licensed by law to 
udminister such drug; or 
“(C) is limited by an effective application under section 505 to use under 
the professional supervision of a practitioner licensed by law to administer 
such drug. 
shall be dispensed only (i) upon a written prescription of a practitioner licensed 
by law to administer such drug, or (ii) upon an oral prescription of such prac- 
titioner which is reduced promptly to writing and filed by the pharmacist, or 
(iii) by refilling any such written or oral prescription if such refilling is author- 
ized by the prescriber either in the original prescription or by oral order which 
is reduced promptly to writing and filed by the pharmacist. The act of dispens- 
ing a drug contrary to the provisions of this paragraph shall be deemed to be an 
act which results in the drug being misbranded while held for sale, 

“(2) Any drug dispensed by filling or refilling a written or oral prescription 
of a practitioner licensed by law to administer such drug shall be exempt from 
the requirements of section 502, except paragraphs (a), (i) (2) and (3), (k), 
and (1), and the packaging requirements of paragraphs (g) and (h), if the drug 
bears a label contuining the name and address of the dispenser, the serial num- 
ber and date of the prescription or of its filling, the name of the prescriber, and, 
if stated in the prescription, the name of the patient, and the directions for use 
and cautionary statements, if any, contained in such prescription. This exemp- 
tion shall not apply to any drug dispensed in the course of the conduct of a 
business of dispensing drugs pursuant to diagnosis by mail or otherwise without 
examination of the patient or to a drug dispensed in violation of paragraph (1) 
of this subsection. 

“(3) The Administrator may by regulation remove drugs subject to section 
502 (d) and section 505 from the requirements of paragraph (1) of this sub- 
section when such requirements are not necessary for the production of the 
public health. 

“(4) A drug which is subject to paragraph (1) of this subsection shall be 
deemed to be misbranded if at any time prior to dispensing its label fails to bear 
the statement ‘Caution: Federal law prohibits dispensing without prescription.’ 
A drug to which paragraph (1) of this subsection does not apply shall be deemed 
to be misbranded if at any time prior to dispensing its label bears the caution 
statement quoted in the preceding sentence or any other statement which repre- 
sents or implies that the dispensing of the drug without the prescription of a 
licensed practitioner is prohibited. 

“(5) Nothing in this subsection shall be construed to relieve any person from 
any requirement prescribed by or under authority of law with respect to drugs 
now included or which may hereafter be included within the classifications 
stated in section 3220 of the Internal Revenue Code (26 U. S. C. 3220), or to 
marihuana as defined in section 3238 (b) of the Internal Revenue Code (26 
U. S. ©. 3288 (b).}).” 

Sec. 2. The provisions of this Act shall take effect six months after the date 
of its enactment. 

Passed the House of Representatives August 1, 1951. 

RALPH R Roserts, Clerk. 

Senator Nrery. The first witness this morning is Mr. George P. 
Larrick, Deputy Commissioner of Food and Drugs, Federal Security 
Agency. 


Mr. Larrick. 
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STATEMENT OF GEORGE P. LARRICK, DEPUTY COMMISSIONER OF 
FOOD AND DRUGS, FOOD AND DRUG ADMINISTRATION, FEDERAL 
SECURITY AGENCY 


Mr. Larrick. My name is George P. Larrick, and I am Deputy 
Commissioner of Food and Drugs. 

S. 1186 and H. R. 3298 are bills to amend section 503 (b) of the 
Federal Food, Drug, and Cosmetic Act of 1938. This is the section of 
the act which grants certain labeling exemptions to drugs dispensed 
on prescription. Among other things the bills deal with the very im- 
portant problems of when, under what circumstances, and under what 
safeguards prescription drt ugs can be sold and prescriptions for them 
san be refilled. This matter is of great public-health significance. 

Senator NEExy. It also might involve great expense to the public, 
I assume ? 

Mr. Larrick. It could, Senator, but we do not believe it will. 

Dr. Julian P. Price reports a case history in the June 1948 issue of 
the Southern Medical Journal: 

A lesson which every physician dealing with children has to learn is the neces- 
sity for protecting his patients against the ignorance of their parents. A little 
colored girl of 12 months brought this truth home to me in an emphatic way. 

When I first saw her she was suffering from an acutely inflamed throat. I 
prescribed a small bottle of a chocolate-flavored sulfadiazine preparation and 
instructed the mother as to the method of giving the medicine. A few days 
passed and she did not return so I presumed that she was well. Four weeks 
later her mother brought her to my office. The little girl was practically pulse- 
less, her conjunctivae (the membrane that lines the eyelids) were white, and 
her hemoglobin was below 10. The leukocyte count was less than 200 per cubic 
millimeter. Before we could even type her for transfusion, she was dead. 

On questioning, the mother stated that the “chocolate tonie’ had done the 
child so much good that she had had it refilled three times and had kept on 
giving it in small doses each day. She had noted that the child was becoming 

rather weak but had paid no real attention to her condition until the day she 
brought the child back to my office. 

Here was a child who had died a sulfadiazine death. 

The files of the Food and Drug Administration contain many tragic 
examples of injuries and deaths ‘caused by the ill-advised sale without 
prescription of potent drugs and unauthorized refilling of prescrip- 
tions for drugs which may ‘directly or indirectly injure ‘the patient if 
they are. used without professional supervision. 

The case to which we have referred is an example of a drug injury 
caused by overdosage with a toxic drug. There are drugs, however, 
which are not in themselves poisonous but which nevertheless cannot 
safely be taken by lay persons without medical supervision. Penicillin 
isanexample. This miracle drug, if expertly used by a physician who 
is able to determine the collateral measures necessary to its use and the 
other factors required to bring about a cure of an infectious disease, is 
indeed useful. 

A layman cannot make these determinations for himself. He can- 
not tell whether the infection is of a type which responds to penicillin 
therapy; he cannot tell how much to give, how often to give it, and 
how long the treatment should be continued. In his hands, that is, the 
layman’s, it is quite likely that the infection may progress toward a 
_—? serious or fatal termination. 

. 1186 is designed to deal with both types of danger. For example, 
it i is not safe for a layman to use anesthetic ear drops in the case of in- 
fants or children suffering from earache. 
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The Modern Medical Counsel by Dr. Hubert O. Swartout, of the 

American Board of Preventive Medicine and Public Health, deals on 
age 570 with middle-ear inflammation, acute. I quote excerpts from 

bs statement : 

The attack begins with pain in the ear. The pain may spread over the side of 
the head. * * * There are two great dangers from middle-ear disease. First, 
the infection may spread to the mastoid cells in the bone behind the ear, and 
from them to the covering of the brain or to the blood vessels of the brain, causing 
death from meningitis or from plugging of the blood vessels. 

We are advised by competent physicians that prompt, skilled treat- 
ment of earache saves many lives. If an anesthetic ear drop masks the 
pain the infection may spread and result in the serious consequences to 
which Dr. Swartout refers. 

The broad objectives of this proposed legislation are well sum- 
marized on page 2 of Report No. 700 to accompany H. R. 3298 from the 
Committee on Interstate and Foreign Commerce of the House of 
Representatives. The bill reported was identical with S. 1186. 

The report states: 

WHat THE BILL Dors 

This bill amends the Federal Food, Drug, and Cosmetic Act to accomplish two 
broad objectives : 

(1) To strengthen the protection of the public health against dangerous abuses 
in the sale of potent prescription drugs. 

(2) To relieve retail druggists and the public from burdensome and unnecessary 
restrictions on the dispensing of drugs which may be safely used without super- 
vision by a physician. 

Senator Nerety. In your opinion, does H. R. 3298, as it came from 
the House, provide ways and means of achieving the objective of para- 
graph 2, which you have just read, namely, “to relieve retail drug- 
gists and the public from burdensome and unnecessary restrictions 
on the dispensing of drugs which may be safely used without super- 
vision by a phycician” ? 

Mr. Larrick. In our opinion, it does not adequately afford that type 
of guaranty. I will if you will permit me, develop that as I continue. 
If you wish to discuss it now, I will be glad to. 

Senator Nre.ty. Will you proceed, please / 

Mr. Larrick. I come now to the matter of drug classification. 

If the public is to be adequately protected there must be a clear-cut 
separation between drugs which are— 

(1) Not safe for sale except on prescription ; and 

(2) Those that can be used appropriately and safely by lay persons 
without medical supervision. 

By a very indirect and not wholly effective method this distinction 
has been attempted under the present law. The present statute basi- 
sally requires all drugs to bear adequate directions for use. However, 
it authorizes the Administrator to issue a regulation exempting drugs 
from bearing directions for use when directions are not necessary to 
the protection of the public health. This exempting authority has been 
utilized under the law to exempt drugs which cannot be safely used 
without medical supervision from bearing directions for use. A con- 
dition of the exemption, however, is a requirement that in place of 
directions for use the prescription drugs must bear the legend: 
“Caution: To be dispensed only by or on the prescription of a physi- 
cian.” The only drugs that can be exempted are those that are unsafe 
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or unsuitable for use in self-medication and require medical supervision 
for safe and effective use. 

Now each manufacturer, and there are some 1,300 manufacturers of 
prescription drugs in the United States, must study the regulation, 
and apply its terms to his individual drug items. For the most part, 
the extremely dangerous drugs such as the sleeping pills, sex hormones, 
benzedrine, and the like are labeled by most manufacturers with the 
prescription legend. At the other end of the seale are the drugs which 
everybody recognizes as being proper for use in self- medication. 
Aspirin, ‘other simple pain relievers, cough sirups, liniments, corn 
removing preparations, and simple vitamins are examples of this class. 
They for the most part are labeled with adequate directions, including 
what the medicine is for and how to take it for the type of relief it 
can be depended upon to produce. 

In between these two classes is a broad group of drugs where uncer- 
tainty exists. One manufacturer labels his drug with full and ¢ omplete 
directions for use. This is an indication to the retail pharmacist that 
he can freely sell it over the counter without a prescription. A com- 
peting manufacturer of the same drug labels it with the legend: 
Caution: To be dispensed only by or on the prescription of a physician. 

The pharmacist is guilty of a criminal offense if he sells this article 
without a prescription. 

The result has been confusion, because this example may be multi- 
plied many, many times. 

Here are two bottles of quinidine sulfate manufactured by different 
firms. 

May I step up to the committee table to hand these to the members 
of the committee ? 

Senator Nrety. Yes. 

Mr. Larrick. This drug, quinidine sulfate, is used by physicians in 
the treatment of certain types of heart disease, particularly those 
characterized by irregularity of the heart beat. One label bears the 
statement: 

Caution: To be dispensed only by or on the prescription of a physician. 


This is a notice to the retail pharmacist that he should not sell the 
drug except upon a prescription. 

The other label does not bear the statement which I have just quoted 
but instead says: 

Adult dose—1 “enseal” as directed by the physician. 


Since the product bears what purports to be directions for use, the 
pharmacist would be at liberty to sell it over the counter without a 
prescription. 

Here are two products which contain theobromine with sodium sali- 
eylate. It is intended to increase the flow of urine. One is labeled 
with the prescription legend; the other is labeled for over-the-counter 
sale, 

These are two packages of dehydrochloric acid, both intended to 
increase the flow of bile. It is used, for example, as a collateral meas- 
ure in the treatment of certain bile duct infections. One package 
— directions for use. The other bears on the carton a caution 

gainst selling it without a prescription, but the package insert bears 
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directions for use. Pharmacists would not know whether or not it 
was legal to sell it over the counter. 

Here are two packages of iron tablets. There is no reason why 
they should be restricted to prescription sale. One bears the label 
restricting the sale of the drug to prescription. ‘The other bears the 
directions for use which entitles it to over-the-counter sale. 

These examples could be multiplied many times. A few others are 
included for your examination if you wish. 

Tincture of hyoscyamus is used to reduce excessive gastrointestinal 
activity. 

I will just introduce these other examples and leave them with you, 
because they are all examples of the same general proposition. Some 
are drugs that bear directions for use. Others bear the caution that 
they cannot be sold except by or on prescription of a physician. Others 
are hybrids between the two. 

In the case of some of them, our files contain examples of concrete 
injuries to the public which have resulted from their misuse. 

Senator Neety. We will keep these, then, as exhibits ? 

Mr. Larrick. You may, sir: yes, sir. 

This lack of uniformity in labeling reacts to the detriment of the 
public because in some instances they are able to purchase drugs for 
self-medication, which they cannot safely and properly so use, and 
harm has resulted. On the other hand, in some cases it unnecessarily 
prevents lay persons from buying drugs which they should be able to 
buy for self-medication. 

The bill, H. R. 3298, as passed by the House of Representatives, pro- 
hibits the unauthorized refilling of preser iptions for dangerous drugs, 
and contains other —— provisions ; but it omits an important pro- 
vision contained in 8. 1186 as section 503 (b) (1) (B) authorizing 
the administrative establishment of a list of drugs which should be 
dispensed only on prescription. Instead, the House bill adopts a gen- 
eral yardstick—not as specific as the definition in the present regula- 
tion—which each of the 1,300 manufacturers would need to interpret 
and apply to his own products. Inevitably—and this, Senator Neely, 
is an answer to your question—different manufacturers would come 
to different conclusions and the present confusion would be perpetu- 
ated. It is true that both the present law and the bill as it passed the 
House provide authority for the Food and Drug Administration to 
proceed by criminal prosecution, injunction, or seizure against either 
the manufacturer or the pharmacist, or both, and thus secure a judicial 
determination in the case of each drug made by each separate manu- 
facturer. This would eventually result in the development of an 
advisory list binding only on the persons who were parties to the 
lawsuits. 

Senator Nrevy. The reason I asked my question was that one of the 
broad objectives sought to be accomplished by this bill is— 
to relieve retail druggists and the public from burdensome and unnecessary re- 
strictions on the dispensing of drugs which may be safely used without supervi- 
sion by a physician. 

My correspondence indicates that there is not a druggist in West 
Virginia who is not opposed to the modification of which you are 
speaking. 

Mr. Larrick. I wonder if they realize the confusion that that will 
permit to exist. 








8 AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 


I grant you, sir, that it is a matter of opinion; but from our long 
experience in the enforcement of the law, that is our opinion, 

For a number of reasons, in our judgment, this procedure will not 
adequately protect the public. For one thing, our facilities are lim- 
ited. Annually we spend approximately 314 cents per capita in en- 
forcing all the provisions of the Food, Drug, and Cosmetic Act and we 
just do not have the facilities to make that many lawsuits in any 
reasonable time. A concrete example may serve to illustrate the 
point. 

A firm in California decided that it would be a lucrative business to 
sell testosterone, the potent male sex hormone, without a prescription. 
Its sale was tried out in the State of California, based on thinly veiled 
claims of male sex rejuvenation. The product was expensive and 
popular. The business grew. It expanded into interstate commerce. 
In June of 1949 a criminal prosecution was brought under the Federal 
Food, Drug, and Cosmetic Act. The case was tried and a verdict of 
guilty was handed down. The court fined the firm $1,400. 

The court made the following remarks at the conclusion of the trial : 

From the evidence and the weight of the evidence I am convinced, beyond 
a reasonable doubt, that the indiscriminate distribution or dispensation for use 
of the drugs testosterone, methyl-testosterone * * * earries not only a 
potential but an actual danger of injury to some persons. I am also convinced 
from the evidence that these drugs do not, other than within a restricted class 
of cases, produce many, or any, of the alleviatory and beneficial effects that the 
labeling given them by the defendants indicate and encourage readers to believe 
that they will generally produce. 

The criminal prosecution of these individuals did not correct the 
evil; instead, after study of the precise terms of the court’s decree, in 
the light of the charges, the firm simply adopted a new and different 
type of labeling which sought to salvage the lucrative business by 
resorting to what they believed to be a loophole in the law. 

We instituted a new case, this time seeking an injuction to prevent 
further interstate commerce in the article. The court in this instance 
was persuaded by counsel for the defendants that under the new label- 
ing the distribution was legal because the new labeling forthrightly 
warned users of the medicine who happened to have incipient cancer 
of the prostate that it would probably stimulate growth of the cancer. 

Senator Leuman. Was that the only caution that appeared? 

Mr. Larrick. There were many others. They spelled out in medi- 
cal terms a great list of cautions; but they did use medical terms, and 
they had no meaning to the man in the street. 

We made a survey and found that 19 users out of 20 who bought it 
bearing that warning wording used it nevertheless. 

Senator Lenman. Did the bringing of these suits stop the sale? 

Mr. Larrick. No, sir. 

Senator LenmMan. They did not stop the sale of the drug? 

Mr. Larrick. No, sir. They were to continue until their case was 
litigated, 

Senator LreumMan. How long can the suits last? Have you any idea 
of that ? 

Mr: Larrick. They are still going on, that is, from June 1949 until 
now. I pursue that in my statement. 

Senator Neety. Was an appeal taken from the decision of the lower 
court in the second case ? 

Mr. Larrick. Yes, sir. I am going to describe that now. 
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When we lost this case in the lower court other commercial adven- 
turers who were interested in the large profits to be made in the enter- 
prise followed the example of the first promoter, and some 12 different 
firms began the interstate distribution of the very dangerous drug 
methyl-testosterone for sale to the lay public. In view of the adverse 
court decision we did not begin cases against the other promoters but 
instead appealed the first case to the Ninth Circuit Court of Appeals. 
A few weeks ago the circuit court of appeals handed down their opin- 
ion in favor of the Government. We proceeded forthwith back to the 
district court and have persuaded that court that the danger to the 
public health involved in this distribution justifies the issuance of an 
injunction pending a final determination of the issues in the Supreme 
Court. 

Senator Nrery. Is that injunction now in effect? 

Mr. Larrick. No, sir. That injunction has been upheld by the Ninth 
Circuit Court of Appeals. The defendants have filed notice that 
they are going to the Supreme Court on a writ of certiorari. We went 
back to the lower court and because of what we showed was a danger 
to health, the court issued a temporary injunction pending the deter- 
mination of the Supreme Court. 

Senator Nrery. And the temporary injunction is in effect ? 

Mr. Larrick. That is right, sir. 

In the preparation and trial of the case to which we have referred, 
it was necessary for the Government to interview the leading medical 
authorities in the country in the field of endocrinology. We brought 
these experts before the court and their testimony was responsible 
for our success in the original criminal case and later in the circuit 
court of appeals. The experts may appear two, three, or even five 
times for the Government—at considerable personal sacrifice, since we 
only pay them $25 a day as a witness fee—but about the fifth time they 
begin to ask why it is necessary to repeat the same testimony over and 
over. 

As we have said, this male sex hormone case started in June 1949. 
We still have not reached the stage where we have been able to stop 
the sale of the dangerous drug methyl-testosterone without pre- 
scription. There were 12 other ‘firms in the business. A few have 
stopped distribution as a result of the success of the Government’s 
litigation; several others have not. We will in each case have to 
again bring together the experts of the country to testify to the same 
facts that they. testified to in the original case in 1949. 

Senator Leman. May I ask a question at that point? 

Mr. Larrick. Yes, sir, Senator Lehman. 

Senator Lenman. If you obtain a determination by the Court which 
is definitive with regard to a particular product and a manufacturer 
who makes that product, does that not bind all manufacturers and 
distributors of the same drug ? 

Mr. Larrick. It does not, sir. Each manufacturer is entitled to his 
day in court. 

Senator LenMan. So; if there were 50 manufacturers of an article, 
you might have to bring suit against 50 manufacturers? 

Mr. Larrick. Under the law we could be required to. As a matter 
of practice, ordinarily many of them stop after the determination, 
anticipating what it would be in their case. 
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Here is a concrete example where they have not been stopped. As 
a matter of fact, the defendant in the original case and the man against 
whom this injunction lies has now adopted an entirely different pro- 
cedure to try to sell the drug. He tells the customer “Go to your 
doctor and get him to sign a prescription and send it to me and I will 
pay you $2 on what he charged you. Then I will keep on renewing it 
from then on.” 

Now, that is another approach. We will have to work out a new 
theory of law to attack that if he perpetuates the practice. There is 
still methyl-testosterone being sold, and it is doing the public harm. 

Senator Lenman. Will you explain the procedure by which the 
practice of selling this particular drug could be stopped or the interests 
of the public safeguarded ? 

Mr. Larrick. In our opinion, if a central authority such as the 
Administrator of the Federal Security Agency had the power to hold 
public hearings, get the opinions of the experts of the country on 
record, and then make a determination on that record and on the 
opinion of those experts that methyl-testosterone is a drug which is 
too dangerous to be sold without prescription, then that would be a 
ban against anybody selling it without a prescription. If somebody 
persisted in selling it anyway, our lawsuit would be very simple. We 
would not have to get the experts and transport them across the coun- 
try. All we would have to do would be to take a certified copy of the 
order which would show that the drug is a prescription drug, show 
that the firm sold it, and our lawsuit would be over. 

Senator Leman. It would stop the sale of the drug—period ? 

Mr. Larrick. That is right, sir. 

Senator Lenman. And it would not permit the sale of the drug 
under any formula or caution that was put on the bottle? 

Mr. Larrick. Except through a doctor. 

Senator Lenman. Except on prescription ? 

Mr. Larrick. That is right. 

If a determination of what drugs must be limited to prescription 
sale in the protection of the public health has to be accomplished by 
this procedure you can see how long it will take. 

Senator Hitz. Are you speaking of the procedure that you have 
described in your statement rather than this latter procedure ? 

Mr. Larrick. That is right, sir. By a case to case determination in 
the courts, you can see how long it will take. 

We not only have to litigate on each drug, but each separate manu- 
facturer of that drug may, if he wishes, have his day in court. In 
the meantime, the public suffers. The pharmacist, too, who, because 
of his professional ethics, refrains from selling the drug without 
prescription, is the victim of unfair competition and his motives are 
questioned by the public who see the drug freely sold without pre- 
scription at a competing store. 

Senator Nreevy. In your opinion, is there any provision in S. 1186 
which, if the bill were passed, would enable the Government to pre- 
vent the practices which the California concern engaged in? 

Mr. Larrick. Yes, sir. If you will start at the big letter “B” of 
the last line on the first page, it states: 

A drug intended for use by man which (B) because of its toxicity or other 


potentiality for harmful effect, or the method of its use, or the collateral 
measures necessary to its use, has been determined by the Administrator, on 
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the basis of opinions generally held among experts qualified by scientific train- 
ing and experience to evaluate the safety and efficacy of such drug (and, where 
a public hearing is required by paraxraph (5), on the basis of evidence adduced 
at such hearing by such experts), to be safe and efficacious for use only after 
professional diagnosis by, or under the supervision of, a practicitioner licensed 
by law to administer such drug. 

Senator Neery. I cannot follow you on that. What is the bill that 
you are referring to? 

Mr. Larrick. This is the bill that Senator Humphrey introduced. 

Senator Nrety. What is the legend on the front page of the bill? 

Mr. Larrick (reading) : 


In the Senate of the United States, July 5, legislative day, June 27, 1951. 
It states: 
Amendments in the nature of a substitute. 


Senator Neety. You are renee from the amended bill. I asked 
you about the original bill, S. 1186, which was introduced on the 21st 
day of March 1951. 1 think you are reading from an amendment 
proposed by Senator Humphrey ; are you not‘ 

Mr. Larrick. Yes, sir. 

Senator Humrurey. May I just explain that? The original bill 
was introduced in the Senate by me and in the House by Congressman 
Durham. Following the House hearings, I introduced a bill in the 
nature of a substitute for my original bill, which contained provisions 
similar to the provisions worked out in the House committee. 

o, the bill that we have before this subcommittee now is S. 1186, 
amendments in the nature of a substitute, introduced on the legislative 
day of June 27, 1951, or the calendar day of July 5, 1951. 

Senator Ives. And it is identical with H. R. 3298? 

Senator Humrurey. As reported out by the House committee. It 
is not, however, the same as the bill passed by the House. 

Senator Ives. Thank you. 

Senator Humpnrey. So, the original bill of March has now, in ef- 
fect, been withdrawn, and the bill of the legislative day, June 27, 1951, 
is the bill that is before the subcommittee. 

Mr. Larrick. That was my understanding. 

Senator Humpnrey. That is correct. The portion you were read- 
ing is the listing provision of my substitute bill. That is what you 
were calling to the attention of Senator Neely ? 

Mr. Larrick. That is correct, sir. 

Senator Humrpnrey. Will you identify where that is, so the members 
of the committee may follow? 

Mr. Larrick. On the bill, S. 1186, July 5, legislative day, June 27, 
1951, amendments in the n: ae ofa 5 to A at the bottom of page 1, 
appears the large letter “B” in parentheses. 

The section that I was re: ading from, sir, follows on the next page. 

Would you like me to read it again, sir? 

Senator Nrety. No; I have found it now. I could not identify it in 
the original bill, and I wanted to follow you if I could. However, 
I could not from the original bill, and you have explained it to me. 

Mr. Larrick. All right, sir. 

Senator Hit. Now, was the provision you have been adverting to 
with reference to administrative findings stricken from the bill by the 
House committee or by the House itself ? 


92363—52———_2 
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Mr. Larrick. This bill, Senator, in the form in which I have been 
reading from is the bill as rewritten in the House committee. This 
bill went through the House committee and was reported favorably 
by the House committee. 

The sections to which I have been referring, however, were deleted 
on the floor of the House. 

Senator Humpurey. That is correct. 

Did you explain to the committee that the provisions that were left 
were the prescription refill provisions ? 

Mr. Larrick. I have not as yet, sir. 

Senator Humpnurey. And the language deleted in the House, by 
action on the House floor, was that containing the listing provisions 
and the administrative procedures for relief from applic: ation of these 
listing provisions. 

Mr. Larrick. That is correct, sir. 

Shall I continue? 

Senator Neery. Yes, sir. 

Mr. Larrick. It is our opinion that a more direct and effective ap- 
proach to this problem is to provide for the nen ee listing of 
the drugs which should be sold only upon prescription. §S. 1186 pro- 
vides a clean-cut method of distinguishing between prescription drugs 
and those which may properly be sold over the counter. A carefully 
phrased yardstick is stated in the bill. The Administrator of the 
Federal Security Agency is directed to apply this yardstick and pro- 
mulgate a list of drugs which can be sold only upon prescription. 
Drugs which appear upon the list must bear the legend: “Federal law 
prohibits dispensing without prescription,” and no other drugs could 
bear this legend or any other simulating it. 

Senator Humrnrzy. If I may interrupt there, I think we ought to 
get a little explanation of the confusion in labeling which now exists 
for the practicing pharmacists. I mean that on many bottles of drugs 
that are prepared by some of our larger pharmaceutical manufac- 
turers, the labeling is not uniform. 

Mr. Larrick. There cert: ainly is no uniform practice. I have tried 
to illustrate that, Senator Humphrey, by these exhibits which, as to 
the same drug, in one case give directions for use while in the other, 
the identical ‘drug. there is no such labeling, but instead a caution 
against sale without prescription. Others have statements half way 
between. All that is very confusing. 

Senator Humpurey. This even goes down to the matter of vitamins, 
does it not? 

Mr. Larrick. It does, on occasion, go down to such simple matters 
as vitamins. 

Senator Leaman. In the actual course of operations, who would 
handle the classification of drugs in the Federal Security Agency ¢ 

Mr. Larrick. It is intended that the preliminary classification 
would be performed by the Food and Drug Administration. The in- 
dustry would arrange to have the experts of the country come before 
a formal hearing where a record would be made. The final determina- 
tion would be made by the Administrator of the Federal Security 
Agency. He would promulgate the regulation, and it would be re- 
viewable in the courts. 

Senator Lenman. Is the work now being done by different divisions? 
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Mr. Larrick. We have no power to issue a list now, Senator. We 
have to settle it now on a case-to-case basis under a very unsatisfactory 
regulation. 

Senator Humpurry. Is it not true to say that the present procedure 
is the procedure proposed in this law upside down ? 

Mr, Larrick. That is correct. 

Senator Humpenrey. In other words, what you have to do now is to 
seek relief from abuse by court action. 

Mr. Larrick. We have to wait until the harm is done and then go out 
and fix it. It is a procedure of trying to stop the harm. 

Senator Humpnureey. It is after the fact. 

Mr. Larrick. That is right. 

Senator Humpnrey. There was a large drug firm which, some years 
ago, had a very serious case of poisoning. I will not mention the name 
of the firm; it is a matter of record. I think it was some sulfa com- 
pound, if Iam not mistaken. There was a series of deaths as a result. 
Unfortunately the prosecution obviously had to take place afterward. 

Now, in that instance, had the agency been able to list the drug 
prior to the time of the preparation, the deaths might have been 
prevented. 

Mr. Larrick. That particular situation, Senator Humphrey, was 
responsible for the amendment that is now the new drug section. 

Senator Humrnrey. That is correct. 

Mr. Larrick. That amendment, I believe, has taken care of that 
problem as well as it is humanly possible to take care of it. 

Senator Humrnrey. But we had to wait for that particular situa- 
tion to happen before we got the new drug act. 

Mr. Larrick. That is right. 

If no one objected to the Administrator’s proposed list, the list 
would be promulgated as a regulation with the force and effect of 
law. If anyone objected to one or more drugs on the list, then the 
Administrator could not act with finality until after a public hearing 
had been held and the testimony of experts received. The final de- 
cision of the Administrator would be required to be based, not on his 
own personal views but upon the opinions generally held among ex- 
perts qualified by scientific training and experience to evaluate the 
safety and the efficacy of the drug when used without professional 
guidance. 

Senator Lenman. If the substitute bill were passed, it would not 
be necessary, in your opinion, for one to have a prescription in order 
to buy aspirin ? 

Mr. Larrick. Absolutely and unequivocably not. 

Senator Leuman. If this bill were passed permitting the Federal 
Security Agency to outlaw certain drugs without prescriptions, 
would there not still be a field in which this situation which you have 
described would obtain? I mean, would there not be some drugs that 
could be sold with a cautionary label ? 

Mr. Larrick. Do you mean whether there would still be one brand 
labeled one way and another brand labeled another way ? 

Senator LenmMan. I mean would there not be a gray zone of drugs 
that falls between, at the top of the list, drugs that could not be se Td 
without prescription and, at the bottom of the list, many drugs—like 
aspirin, I suppose—that could be sold without a prescription ! 
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Mr. Larrick. That is right. 

Senator Lenman. Would there not be then a gray zone in between? 

Mr. Larrick. A twilight zone—yes; I think there inevitably will 
be. 

My conception of the way this thing would work is this: we would 
start out with a first proposed regulation, and we would take the very 
worst drugs, the barbiturates, the sleeping pills, the benzedrines, and 
the sex hormones, and so on, and we would put them on a list. Now, 
I do not doubt for a minute that the ethical leading manufacturers 
of both the proprietary drugs and, for instance, those firms who sell 
to the doctors, would agree with us on that list. It would be unlikely 
that we would have much controversy about that first list. We would 
get it on the books, and start operating with it. 

Then as we got down toward this gray zone, we would handle them 
one by one or two by two. We would just thresh them out by this 
hearing procedure plus court reviews in the instances where the people 
were not satisfied with the determination of the issues. 

There is bound to be a twilight zone; but it would not be nearly as 
broad, in my opinion, as the twilight zone is today. 

Senator Humrurey. In other words, where there was an honest 
difference of opinion as to the adequacy of the listing or the propriety 
of the listing, the manufacturer would have the right to come in and 
receive What we call a declaratory judgment, so to speak ? 

Mr. Larrick. Along that line, it would not actually be a declaratory 
judgment. He would not have to subject himself to a criminal prose- 
cution to find out whether or not he could sell the particular drug over 
the counter, and retail druggists would not have to subject themselves 
to the threat of criminal prosecution in order to know whether or not 
this is a drug which they can properly sell without a prescription. 

Senator Humpnrey. Is it not fair to say that when a new drug 
comes on the market, there is frequently a rash of over-the-counter 
sales of that new drug before its effects—whether it is harmless or 
harmful—are finally established ? 

I have noticed that in the drug business when some supposedly new 
miracle cure suddenly appears, people want to get hold of it. For 
instance, we had a lot of abuses in connection with the sale of anti- 
histamine drugs. 

Mr. Larrick. The way that works on a truly new drug is this; when 
I use the term “new drug,” I use it in the sense of this statute which 
contains a precise definition of a new drug. 

If a manufacturer comes out with a new drug today, which is truly 
new and different—and the people don't know whether it is safe or 
not—he is not at liberty to sell that at all until he has presented to the 
Food and Drug Administration convincing evidence of its safety. He 
must submit to us the complete label. 

We have the opportunity at that time to pass upon the question of 
whether or not that new drug is safe for over-the-counter sale or 
whether it has certain elements of danger in it so that only a physician 
could use it with safety. 

Now, we recognize that when new drugs come on the market, there 
is no test that science has devised which is a complete parallel to turn- 
ing the drug loose on the American public. 

So in the case of these new drugs, in many instances, we prefer to 
see them restricted to prescription sale for a period of time. 
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All of the antihistamines were so restricted. Now, when I say 
restricted, I should qualify that. It was done with the consent and 
with no objection on the part of the manufacturers. They worked 
with us on that. 

These drugs were merchandised as prescription items; but as ex- 
perience began to multiply and they began to be given in millions of 
doses, the manufacturers came tous and filed formal petitions to 
change the label. 

Well, we examined all of the evidence. We were not convinced that 
the antihistamines were cold cures. We were far from convinced of 
that. But we could not honestly say in our own minds that they were 
not safe. 

So, in spite of the fact that we took an awful shellacking as a result 
of the criticism by the medical profession and others, under the statute 
we felt that it was our duty to release those drugs for over-the-counter 
sale. We did so, and they are so released today. 

However, that is true only with respect to some of them, the ones that 
have the lowest degree of sle ep- produci Ing capi abilities, and what not. 

Now, this bill would not change that situation. We still would have 
the power as we have today to work with the manufacturer and either 
come to an understanding with him about whether a new drug is for 
over-the-counter sale or whether it is for prescription use. Where we 
disagree, that would throw it into the court and we would have litiga- 
tion over it. We have been enforcing that provision now since 1938, 
We have not had any occasions to go to court. We have had a few 
collateral issues, but no question of that sort has come up. 

Senator Humpnrey. Will you differentiate between the procedure 
which you used in the case of the antihistamine drugs and the pro- 
cedure proposed in the bill? Tell us how, under the bill, the procedure 
would be different from the procedure which you already have by 
statute. 

Mr. Larrick. The new drug procedure is somewhat different from 
the procedure here. The new drug procedure provides that a manufac- 
turer shall Submit to us his application documenting the evidence that 
his drug is safe for use under the directions that he submits to us. 
We study them. If necessary, our medical staff goes out and consults 
with the foremost authorities of the Nation. We don’t have experts 
in every line of medicine, so we consult outside people. We get a con- 
sensus of viewpoint on the basis of the evidence that is submitted. 

Senator Nrety. Do those experts make any actual experiments 
themselves? 

Mr. Larrick. They do, on occasion. Sometimes we employ them to 
make extensive experiments; but the principal thing they do, Senator 
Neely, is to take the scientific work that the drug houses have sub- 
mitted. It will be very extensive. These men who are experts in the 
field will examine the work that has been sulfmitted by the drug house 
to see whether or not, in their opinion, it is sound, substantial work, 
and proves what it purports to prove. 

Now, when necessary, we do further experimental work, but that 
does not happen often. After this determination is reached that it 
‘an be sold under this label, it is released. 

If the determination is reached that is contrary to the manufac- 
turer’s wishes, then we hold this formal hearing ourselves. That for- 
mal hearing is made a matter of record. We reach a conclusion from 
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it, and we make our recommendations to the Administrator. He 
reaches his conclusion from the record. 

Then, if the manufacturer is not satisfied, he can appeal to a court. 
Now, in that instance, it goes to a low er court. 

The only difference here is that in S. 1186 the review procedure is 
identical with the Administrative Procedures Act, for the most part. 
The review is in the circuit. court of appeals. In the House hearing 
the chief justice of the circuit court of appeals here in the District 

testified—and I do not want to try to quote the gentleman—accord- 
ing to my understanding, that the reviews of the general nature and 
type which are rule-making should be in the circuit court of appeals 
rather than in the District court. This provides for a complete re- 
view. 

In the statement which I am presenting for the record, I will present 
that further, if I may. 

S. 1186 carefully protects the rights of parties to a court review of 
the Administrator’s action. The type of review provided is precisely 
that applicable to other rules made under the Food, Drug, and Cos- 
metic Act and is quite similar to the procedures under the Administra- 
tive Procedure Act. It is the way we make food standards. It is the 
way we determine whether or not a drug is habit-forming, and is a 
procedure quite similar to the procedure under the Administrative 
Procedure Act. 

We recognize that in the House of Representatives this feature of 
the bill became highly controversial and was rejected on the floor. 
After a careful reconsideration of the entire problem in the light of 
the occurrences in the House we cannot escape the conclusion that the 
present confusion which operates to the disadvantage of the public 
will not be overcome, if the initial decision as to whether a drug is a 
prescription drug or for over-the-counter sale is to be made by 1,300 
different manufacturers. We feel it our duty to urge the passage of 
S. 1186 for the adequate protection of the public he lth. 

I would like now to briefly discuss new drugs. 

Under the present law if.a manufacturer wishes to manufacture a 
new drug and ship it in interstate commerce, he is required to submit 
convincing evidence of its safety under the conditions of use pro- 
posed to the Administrator before he may legally engage in such dis- 
tribution. When a manufacturer submits his new- -drug application 
he necessarily submits the complete labeling. If the drug is labeled 
for over-the-counter sale it should state what it is for, how much to 
take, how often to take it, and provides all of the necessary adequate 
directions for use. The physicians of our New Drug Section after 
eomeneysien with national authorities on the subject if necessary 

‘each a conclusion as to whether or not the drug is safe for use as 
aerial If it is found to be safe a determination is thus made that 
the drug is an over-the-counter item. 

Senator Lenman. May I interrupt you? 

Mr. Larrick. Yes, sir. 

Senator Lenman. Until these facts are submitted to your agency 
and until a determination has been made that the drug is an over-the- 
counter item, the sale of the drug is prohibited, is it not ? 
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Mr. Larrick. It is prohibited, sir. It can only be distributed, 
Senator Lehman, during that time under very carefully restricted 
conditions to experts for experimental testing. It can be sent, for 
example, to the universities. 

Senator Lenman. But it cannot be sold over the counter / 

Mr. Larrick. Not over the counter ; not for sale to the general public. 

Senator Humrnrey. An example of that, a more recent example, is 
cortisone. 

Mr. Larrick. Cortisone and a whole list of drugs have come along 
of the same general type. 

Senator Humpurey. In the case of cortisone experimentation was 
done under very closely observed clinical conditions, and finally the 
drug was made available for general prescription use through the 
retail pharmacists. 

Mr. Larrick. Another drug which clearly is not safe or otherwise 
suitable for self-medication may be the subject of a new drug applica- 
tion. In this case the manufacturer employs no directions for use on 
the label but instead the label bears the legend: “Caution: To be dis- 
pensed only by or on the prescription of a physician. 

Senator Leuman. If a medicine bears a label: ‘ ‘Caution: To be 
dispensed only by or on the prescription of a physician,” and the phar- 
macist, in the face of that caution, still sells the product without a 
prescription from a physician, does he make himself liable to any 
punitive action ¢ 

Mr. Larrick. I have with me, Senator, a list of some 150 criminal 
prosecutions terminated against druggists in just those circumstances. 
In other words, the druggist is criminally liable. 

Senator Humeurey. You say you have that list with you? 

Mr. Larrick. I do have it with me, Senator. 

Senator Humpenrey. Would it be possible, Mr. Chairman, to insert 
this list in the record just as a matter of clarifying that point? 

Senator Lenman. If you will submit the list for the record, Mr. 
Larrick, we would like to have it. 

Mr. Larrick. All right, sir, 1 am delighted to do so. 

(The list referred to is as follows :) 
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Senator Lenman. May I ask you whether you know to what ex- 
tent the caution legend is disregarded by the retail pharmacists? _ 

Mr. Larrick. I should say that in the great majority of cases, just 
as in any other profession or business, the people in it abide by the law 
and do not disregard it; but just as in any other group, there are folks 
who will disregard it because they are carelessly ignorant or in order 
tomake money. The percentage is small, but it is important. 

As I say, we have terminated more than 150 such cases. I might say 
that the total number terminated to date is substantially more than 
150. I will be glad to submit that figure for the record. 

There are 167 terminated criminal prosecutions, and a total of 208 
including those that are before the courts but have not as yet been 
acted upon. 

Senator Lenman. Am I right in assuming that with respect to the 
honest pharmacists, they would be substantially as much bound by 
that caution as they would be if they found that drug or product on 
the prohibited list? 

Mr. Larrick. I think that is quite right. I think the honest, ethical 
man would be just as much bound, but he is in great difficulty, Sena- 
tor. 

If there are two drug stores on opposite corners, and if I go into one 
drug store and say, “Let me have some of this drug,” and if the ethical 
man says, “Well, I am sorry, Mr. Larrick, but I am not at liberty to 
sell you that drug unless your physician tells me that I can,” I will 
leave that store and go across the street and buy it and from then on 
I will take all of my business across the street. So that the ethical 
man perhaps penalizes himself. 

I think there is a great deal of that going on today. 

The bill before you would require new drugs so restricted to pre- 
scription sale in their effective applications to be sold only upon pre- 
scription. 

When physicians write prescriptions for drugs that are safe and 
effective for self-medication, the pharmacist would be at liberty to 
refill the prescription without consulting the doctor. The next sub- 
ject of importance is oral prescriptions. 

The present Food, Drug, and Cosmetic Act does not recognize oral 
prescriptions. It speaks only of drugs “dispensed on a written pre- 
scription signed by a physician, dentist, or veterinarian.” This is un- 
realistic in the light of present-day health needs. There are many oc- 
casions where the health of the patient can be better served if the 
physician is at liberty to telephone a prescription to a nearby drug 
store and thus implement prompt treatment. The bills before you 
would authorize calantoone prescriptions but would adopt a safeguard 
of requiring the pharmacist to reduce the telephoned prescription to 
writing if a dangerous drug is involved. 

Senator LeHMman. This provision gives me considerable concern. I 
can see very well how treatment might be somewhat speeded up. But, 
on the other hand, is not the possibility of mistakes increased very 
substantially by the use of telephone prescriptions ? : 

Mr. Larrick. Senator, I think that is unquestionably true; and it 
comes down to a question of weighing the greatest good to the greatest 
number. I will have to concede that there is more opportunity for a 
telephone call, mentioning these complicated drug formulas, to be 
misunderstood than there would be if it was in writing. 
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I have to qualify that because some physicians do not write very 
clearly. 

Senator Humrnrey. I was going to s: ay that I think there might be 
a lot more accuracy with the use of the telephone. 

Mr. Larrick. We have been w atching this situation and investigat- 
ing it for some years, and we think that actually, considering the 
greater speed that would be involved in medical practice and particu- 
lar ly the difficulties of people in rural areas who are remote from their 
physicians, the oral prescriptions would in the aggregate do more good 
than harm. 

Senator Lenman. I just wanted to develop the record. 

While mistakes can always occur in written prescriptions, oral pre- 
scriptions multiply the chances for mistakes, it seems to me, because 
you are dealing with two records, the record of the physician, and the 
record of the pharmacist. You are also dealing with the uncert: ainty 
of the pharmacist recognizing the voice of the physician who is 
telephoning. 

Mr. Larrick. That isa very real problem. 

Senator LenmMan. How would that affect narcotics? Would it not 
be perfectly possible for a man who represented himself as being Dr, 
Smith to order drugs to be delivered to somebody who was not entitled 
to have them ¢ 

Mr. Larrick. That problem, sir, was brought to our attention by 
Commissioner Anslinger of the Narcotics Bureau. Language was 
added to the bills which says that no oral prescriptions for narcotics 
which are under the Harrison Narcotic Act shall be permitted. 

Now, in my testimony before the House committee, I pointed out 
that there might be some problems of a similar nature which would 
arise in connection with the barbiturates, these habit-forming drugs 
that so many people are apt to use. A House committee is now con- 
sidering special legislation to deal with barbiturates. 

We were content to let that problem of the barbiturates be considered 
separately by itself and to let the Congress decide what particular 
safeguards they would want to apply, if any, to deal with those types 
of habit-forming drugs. 

But the things you are speaking about would still be under the 
Harrison Narcotic Act, and the controls would be exercised by Mr. 
Anslinger and his people instead of by us as far as the abuses of that 
type of drug is concerned. 

Senator Lenman. That is not entirely clear to me. Do I under- 
stand correctly that under this bill narcotics, or drugs that could be 
used as narcotics, would be exempted and that they could not be dis- 
pensed on an oral prescription? Am I wrong in that? 

Mr. Larrick. No. The Harrison Narcotic Act regulations pro- 
vide that you must have a written prescription for narcotics and 
marihuana. 

Now, these bills state: 

Nothing in this subsection shall be construed to relieve any person from any 
requirement prescribed by or under authority of law with respect to drugs now 
includ-d or which may hereafter be included within the classifications stated 
in Section 8220 of the Internal Revenue Code or to marihuana as defined in 
section 3238 of the Internal Revenue Code. 


The effect of this is not to let oral prescriptions be honored for those 
drugs which are subject to the Harrison Narcotic Act. 
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Senator Leuman. To clarify my own mind on that, do I under- 
stand correctly that a physician, or a pharmacist, would under this 
bill be prohibited from dispensing narcotics on an oral prescription 
unless he were given absolution by the Narcotics Bureau ? 

Mr. Larrick. The effect of it is exactly that, sir. 

Senator Leuman: How about cough medicines, for instance, which 
contain opium, morphine, and heroin ? 

Mr. Larrick. Are those exempt narcotics that you are speaking of 
now ¢ 

Senator LenMan, No. 

Mr. Larrick. Terpenhydrate and codeine can be bought over the 
counter. 

Senator LenMan. I am referring to narcotics, dangerous narcotics, 
habit-forming narcotics. As I understand the regulations of the Nar- 
cotics Bureau, an individual would have to have a written doctor’s 
prescription, which would have to bear the prescription number, and 
would have to go through all of the record-keeping procedure. It is 
also my understanding that such prescriptions could not be dispensed 
under the oral prescription method. 

Senator Humpnurey. Under the Narcotic Act, you must have a 
written prescripion for each sale of narcotics. It must be an original 
prescription. You must have an original prescription, and such pre- 
scriptions cannot be refilled. 

Mr. Larrick. That is right. 

Senator Humpurey. And the pharmacist must keep those prescrip- 
tions separated from his other prescriptions ¢ 

Mr. Larrick. That is right. 

Senator Humpnurey. Also, he must keep a record of those prescrip- 
tions so that when he makes an annual inventory of his narcotics sales, 
he is able to check his prescriptions against his supply and thus to 
justify the amount that has been legally distributed through prescrip- 
tions. Is that correct / 

Mr. Larrick. That is correct, sir. 

Senator Humrurey. There is nothing in this bill, is there, that 
would in any way weaken the controls provided for in the Narcotics 
Act? 

Mr. Larrick. The bill would not weaken them in any way. 
would in any way weaken the controls provided for in the Narcotic 
are in another category. They are what you are talking about, I take 
it? I refer to such things as cheracol cough syrup, terpenhydrate and 
codeine. 

Mr. Larrick. That is right. 

Senator Humrurey. Now, in the case of those drugs, the client or 
the customer is required to sign a register, is he not. | 

Mr. Larrick. I believe that is true. 

Senator Humpnrey. He is required to sign a register ? 

Mr. Larrick. I think that depends on the State law, Senator. 

Senator Humrnrry. I notice that in the District of Columbia you 
‘an buy terpenhydrate and codeine by signing a register, but you can- 
not buy a compound with paregoric in it. However, in some places 
you can buy both. Under the Narcotic Act there is an exemption 
where the Narcotics Bureau finds that the narcotic in the particular 
compound is sufficiently weak so that it can be obtained through the 
registration procedure. 
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Mr. Larrick. That is right. 

Senator Humpnurry. That is, by signing the register. 

Mr. Larrick. That is right. 

Senator Humpnrey. Now, it is the responsibility of the pharmacist, 
is it not, and also of the narcotics inspector, to check the register and see 
whether or not, for example, Joe Doe is coming in and buying 2 quarts 
of cheracol a week and getting himself hopped t up, so to speak, if he can 
possibly drink that much. 

Mr. Larrick. I do not believe he could drink that much cheracol 
without getting sick. 

Senator Lenman. In order to obtain the cheracol, all he has to do is 
to sign the register ? 

Senator Humrnmrey. Yes. It does contain some codeine. I think 
cheracol has 1 grain or 2 grains of codeine to 4 ounces of cheracol, 
or something like that. 

Mr. Larrick. It is a ver y small amount, and it has other compounds 
in it which make it practically impossible for a person to consume 
enough of it to get a real narcotic effect. 

Senator Lerman. I am not cone erned with those. 

Mr. Larrick. I understand that, sir. 

Senator Lenman. I am concerned with drugs such as heroin and 
morphine and opium and some of the substitutes for those drugs. I 
understand now that there are some substitutes for morphine which 
‘an be more readily manufactured. 

Now, I want to be sure that the dispensing of those drugs would 
be no easier under this bill than it is today. 

Mr. Larrick. I assure you of that fully, sir. 

Senator Lenman. Is that your understanding? 

Senator Humpurey. That is my under standing. We could put in’ 
additional provisions to make it patently clear beyond a shadow of a 
doubt, but I think the provision in the House bill does give ample 
protection. 

Mr. Larrick. I believe that language was passed upon by the Narcot- 
ics Bureau as being satisfactory to them. 

I do not object to changing it, but I think the Narcotics Bureau was 
very anxious to be very sure that the point that Senator Lehman 
raised was considered. 

Senator Humpnrey. I suggest that we consider here and bring to 
the attention of the committee the matter of the barbiturates. Before 
this bill was ever introduced, the feeling was that the whole subject 
of the use of barbiturates and the dispensing of them should be dealt 
with in separate legislation. 

T am of the opinion that the refill provisions might be strengthened 
to give added protection insofar as the barbiturates are concerned be- 
cause this is becoming one of the most serious problems of the country. 

Mr. Larrick. We would welcome that, Senator. Our reasons for 
thinking that there ought to be a separate legislation for the bar- 
biturates is along these lines: First, this bill itself is pretty con- 
troversial, and we don’t think it is wise to try to introduce another 
subject the details of which might become very controversial. 

Second, nobody can control ‘barbiturates adequately unless they 
control the sales within the State of manufacture as well as the inter- 


state commerce. 
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That raises fundamental constitutional questions. _ 

Thirdly, perhaps there would have to be some regulation of the prac- 
tices of the medical profession which again would raise questions that 
would again take long hearings and very involved considerations. _ 

Senator Humpurey. However, I think a provision might be in- 
serted in the bill to the effect that nothing in the provisions dealing 
with oral refills shall be interpreted as applying to the dispensing of 
barbiturates. I don’t think we ought to open the door any more 
than it is. eee 

You have pointed out that this is partly a problem for the States. 

Mr. Larrick. That is right. 

Senator Humrurey. You have 48 separate States dealing with the 
problem of the barbiturates. ' 

Senator Lenman. I think that in view of my questions with regard 
to this matter of narcotics, it would be well for me to read into the 
record a letter which the chairman of the Committee on Labor and 
Public Welfare has received from the Treasury Department. That 
letter is as follows: 

SEPTEMBER 5, 1951. 
Hon. JAMes E. MurRay, 
Chairman, Cominittee on Labor and Public Welfare, 
United States Senate, Washington, D. C. 

My Dear Mr. CHAIRMAN: Reference is made to your request for an expression 
of the views of this Department on S. 1186, a bill to amend section 503 (b) of 
the Food, Drug, and Cosmetic Act of June 25, 1938, as amended, as referred to 
your committee on July 2, 1951, and the amendments proposed by Senator 
Humphrey on August 5, 1951, in the nature of a substitute to S. 1186. 

A bill identified as S. 3852, designed to accomplish somewhat the same pur- 
pose as the present bill, S. 1186, was introduced in the Eighty-first Congress 
and referred to the Committee on Labor and Public Welfare. The bill S. 3852, 
if enacted into law, would have been in conflict with the internal revenue nar- 
cotie and marihuana laws, insofar as prescriptions for narcotic drugs and 
marihuana were concerned. Therefore, in a letter dated October 6, 1950, to 
the chairman of that committee, this Department recommended that S. 3852, 
as written, be disapproved and, if it were decided that the principle of the bill 
be applied to drugs other than narcotic drugs and marihuana, that the bill be 
redrafted so as to exclude narcotic drugs and marihuana from its operation. 

The present bill, S. 1186, and the amendments proposed by Senator Humphrey 
on August 5, 1951, in the nature of a substitute to S. 1186, contain a provision 
that the terms of the proposed legislation, in effect, shall not be construed to 
be applicable to drugs now included or which may hereafter be included within 
the classifications stated in section 3220 of the Internal Revenue Code (26 
U. 8. C. 3220), or to marihuana as defined in section 3238 (b) of the Internal 
Revenue Code (26 U. 8S. C. 3238 (b)). As the inclusion of these provisions 
would eliminate conflict between the main provisions of the proposed legislation 
and the internal revenue narcotic and marihuana laws, which was the object 
of the special interest of this Department with reference to the preceding bill, 
S. 3852 of the Highty-first Congress, no objection is raised and no further com- 
ments are submitted with reference to the enactment of the proposed legislation. 

Very truly yours, 
THoMAS J. LyncH, General Counsel. 


Will you proceed, Mr. Larrick? 

Mr. Larrick. I come now to the subject of refilling prescriptions. 

In the case of drugs which are restricted to prescription sale, re- 
filling of the prescription could be authorized either on the written 
authority of the physician or by his telephoned authorization. In 
the latter case the pharmacist again would be required to reduce the 
telephoned prescription to writing promptly. 
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This bill provides that the habit-forming drugs listed in section 502 
(d) of the present act and their derivatives listed by the Admin- 
istrator as habit forming are to be restricted to prescription sale. 
The bill is intended to provide an exemption in the case of exempt 
narcotics or other mixtures where for one reason or another unre- 
stricted sale of the drug is not contrary to the public interest. 

Senator LenMan. May I ask you a question at that point ? 

Mr. Larrick. Yes, sir. 

Senator Lernaan. It seems to me that with regard to this matter, 
the bill is just a bit contradictory. You referred in your earlier 
remarks to the case of a child for whom a doctor prescribed certain 
drugs. 

Mr. Larrick. That was sulfadiazine. 

Senator Leuman. Yes, a sulfadiazine preparation. 

Now, the mother went ahead and gave the child that drug and the 
child died. Now, if a doctor prescribed a certain drug in a prescrip- 
tion and the physician is permitted to refill that prescription 

Mr. Larrick. You mean the physician, or the pharmacist? 

Senator Lemman. I mean the pharmacist. If the pharmacist is 
permitted to refill that prescription without a further authorization 
by the physician, it is not very possible that exactly the same situa- 
tion might develop as the one you have described ? 

Mr. Larrick. No, Senator, for this reason: Suppose that my doc- 
tor prescribes for my 13-year-old boy aspirin. 

Now, as aspirin isa drug that my wife can buy at the drug store, 
anyway, as we see it there is no reason why she shouldn’t be ‘able to 
get that prescription for aspirin refilled without going back to the 
doctor and getting another prescription. 

Now, that only | applies, Senator Lehman, to the simple drugs that 
are of the type that can be sold over the counter anyway. Once you 
get into the class where the drug is a prescription item, sulfadiazine 
and all of these others, then it could not be refilled, except upon the 
specific written or oral authorization of the physician. 

Senator Humpnrey. May I give the background for this provision ? 
I think we ought to get it out into the open. The fact is that a num- 
ber of druggists do refill prescriptions that are not what are called 
the narcotic drugs or the control-type of drugs. 

What I mean is that they seem to regard the prescription as actually 
being the property of the patient; the patient files that prescription 
with the pharmacist. Let us say that the bottle is an 8-ounce bottle 
of a particular type of compound and that the bottle is used up. Fre- 
quently, the patient comes back to the pharmacist and says, “I would 
like this prescription refilled.” Let us be very candid about it. These 
prescriptions often are refilled again and again. 

Now, the purpose of the provision included in the bill is that before 
the prescription can be refilled there must be either a new prescription 
or an oral approval by a physician before the prescription can be re- 
filled. 

Mr. Larrick. That is right if it is a prescription item. 

Senator Humpurey. You cannot discuss this in a vacuum or out of 
context. You have to know what the practice of the trade has been 
over the years, and that is that with the exception of certain very 
limited drugs the vast number of prescriptions have been refilled. 

Mr. Larrick. That is right. 
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Senator Humpnrey. The purpose of this provision is to give an 
added protection to the public, namely, that when Mrs. Jones comes 
back to her pharmacist and says, “I want my prescription refilled,” 
this will take place: He will say, “Well, I have to check. Do you have 
a new prescription ?” 

She says, “No.” 

The pharmacist says, “Well, I will have to check with your doctor. 
Who is your doctor?” 

The doctor’s name is right on the label, so he picks up the telephone 
and he calls the doctor. He says to the physician, “Mrs. Jones is in 
here, and she has prescription No. 39854.” 

There is a number on the prescription. The doctor says, “What is in 
the prescription ¢” 

The pharmacist reads the prescription to the doctor. 

The doctor say, “It is O. K. Give Mrs. Jones a refill of that pre- 
scription.” 

I want to say, Senator Lehman, that the practice in the past has been 
that if you have a prescription in the file in a drug store, you can just 
walk in with your empty box or bottle and get a refill. Safeguards 
against this are provided for in the bill. 

Mr. Larrick. It is a much-needed protection. 

Senator Humpnrey. The bill also gives the consumer the protection 
of not having to pay for the extra prescription. 

Mr. Larrick. That is right. 

Senator Humpnrey. What I mean is this: If you go back to the 
doctor and he writes out another prescription, surely he is within his 
rights, and I think it is very fitting and proper for him to say, “That 
will be $2” or $3. But if the pharmacist calls up on the telephone and 
says, “Can I refill Mrs. Jones’ prescription ?”’, all Mrs. Jones has to 
pay for is the medicine. 

Mr. Larrick. That is correct, sir. 

Senator Nrety. I suppose the doctors are in complete harmony 
with that, sir! 

Senator Humprnrey. I think, Senator Neely, they will speak for 
themselves. 

Senator Ives. Mr. Chairman, I would like to ask a question if I 
may. 

There appears at line 5 of page 3 of the bill words that rather in- 
trigue me. I understand those are being added. 

Mr. Larrick. Did you say line 5 of page 3? 

Senator Ives. Yes. 

Senator Hix. Is that in the Senate bill or the House bill? 

Senator Ives. It is H. R. 3298 which we are really talking about 
here. I refer to line 5, page 3. This is the version that came to the 
Senate. 

Mr. Larrick. That passed the House. 

Senator Ives. It is the bill referred to the Senate Committee on 
Labor and Public Welfare, so it must have passed the House. 

Mr. Larrick. I have it before me, sir. 

Senator Ives. The words are “or otherwise without examination of 
the patient.” I understand that those words have been added to the 
present law, and I would appreciate an interpretation of what is in- 
tended by them because, unless there is real provocation for anything 
of the kind as a result of the existing law and the way in which it has 
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been operating, it seems to me that there might be some doubt regard- 
ing their value and certainly regarding their interpretation. 

Mr. Larrick. In the years past, there have been many firms who 
have engaged in the sale of proprietary medicines or old fashioned 
patent medicines by mail. 

Senator Ives. Before you go any further, I want it definitely under- 
stood that I am not speaking on behalf of any drug company or party 
connected with them. 

Mr. Larrick. I understand. You just want to go into that lan- 
guage. 

Senator Ives. A friend of mine, nobody connected with any con- 
cern, wrote me and inquired about it. 

Mr. Larrick. The practice of these firms would vary in some detail, 
but, in general, the firms that operate by asking prospective purchasers 
of medicine to fill out a questionnaire which w vould describe the symp- 
toms of the patient in considerable detail. They would have a whole 
series of questions, such as: Do you sleep well? Are you losing 
weight? Or: Does this happen to you? And does that happen to 
you ¢ 

These questionnaires would come into the central medicine house 
where they might have a staff of physicians. They would go over 
this questionnaire and send the medicine back to the patient. 

Now, by and large, in our judgment, that type of medical practice 
is not different from the sale of medicines over the counter, proprietary 
medicines generally. We don’t object to that, under the so Drug, 
and Cosmetic Act, if it deals with medicines which could ordinarily 
be sold over the counter anyway, but we do not think it is in the public 
interest to permit that procedure of getting information about a 
patient to be an excuse to send out medicines which are more danger- 
ous than otherwise could be sold directly to a patient without a 
physician’s supervision. 

Senator Ives. In that connection, have you any record of abuse 
under the present provisions of the law? 

Mr. Larrick. We have a record of substantial abuse, in our judg- 
ment. I believe one witness here will testify to the contrary. 

For example, there are firms that today are selling sleeping pills, 
barbiturates. In the whole work of the Food and Dri ug Administra- 
tion, covering the whole gamut of foods, drugs, and ‘cosmetics, we 
today see more deaths, suic cides, family tr agedies, because of the pro-— 
miscuous use of sleeping pills than we do from any other single thing 
that we deal with. 

Senator Ives. Then you can trace that type of operation directly to, 
we will say, this looseness i in the law? 

Mr. Larrick. Yes, sir. 

Senator Ives. Do you have direct proof of that? 

Mr. Larrick. We have what we consider direct proof of that. 

Senator Ives. In that connection, I would like to hear the other 
side of it, not that I question your own presentation, but I would like 
to hear what the other side has to say. 

Mr. Larrick. There are usually two sides to everything. 

Senator Ives. There generally are. At least we find them around 
the Senate. 

I would like to ask this: Would a strict interpretation of that pro- 
vision mean that in every single instance there would have to be an 
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examination by a physician? That is, would there have to be an 
examination by a physician before a refill of a prescription could be 
obtained ¢ 

Mr. Larrick. It only applies to drugs dispensed in the course of a 
business of dispensing drugs pursuant to diagnosis by mail. It refers 
to a firm that is engaged in the business of doing that. 

Senator Ives. I do not question that, but do the words “without 
examination of the patient” refer to the words “or otherwise” or do 
they refer to the previous part, that is, to “diagnosis by mail” 

Mr. Larrick. They refer to the fact that the exemption shall not 
apply to any drug dispensed in the course of the conduct of a busi- 
ness dispensing drugs pursuant to diagnosis by mail. 

In other words, if a physician in connection with his regular prac- 
tice had a patient that went to Florida, and if he had been following 
this patient before, and if the patient wrote him, that physician 
would not be in the business of dispensing drugs pursuant to diag- 
nosis by mail, and it would not apply to him at all. 

In our judgment, if there is any question about it, the question 
ought to be resolved and the language changed so as to make it very 
certain. 

Mr. Ives. I can understand that, but I am just curious to know 
to what the words “without examination of the patient” apply. 

Mr. Larrick. They are intended to apply to the patient obtaining 
medicine pursuant to a diagnosis by mail. 

Senator Ives. That is what I thought they did. Now we are getting 
somewhere. If that is the situation, then I ask whether in each in- 
stance there must be a diagnosis by a physician. 

Mr. Larrick. To get the exemption; yes, sir. 

Senator Ives. In each instance, in other words, there cannot be a 
resale and there cannot be anything of the kind unless there is an 
examination by a physician ? 

Mr. Larrick. If I have epilepsy, and if I get from a physician a 
diagnosis today that I need 3 grains of phenobarbital a day, and if 
they send me 90 grains on that prescription to take care of me for a 
month, they could not, under this law, make another 90 grains of 
phenobarbital available to me for the next month. 

In our judgment, they should not be able to because the patient’s 
condition changes and you are going to oversedate him or you are 
not going to give him enough. 

Senator Ives. In another part of the bill, there is a provision that 
a prescription can be refilled assuming that the physician in the first 
instance indicates so by writing or by telephone conversation. 

Mr. Larrick. That is correct. 

Senator Ives. Is that not correct? 

Mr. Larrick. That is right. 

Senator Ives. That particular subdivision of the subsection, how- 
ever, does not apply does it, when they are ordering by mail? In 
other words, under this language we have been talking about, where 
they order by mail they have to have an examination by a physician 
in each instance. They cannot have such a thing as a refill. Is 
that it? 

Mr. Larrick. If a doctor examines a patient and comes to a con- 
clusion, after making the diagnosis, that the patient needs a certain 
quantity of a drug for a month, he can write on the original prescrip- 
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tion, “Give the patient 30 tablets the 1st of January, give him 30 tablets 
the ist of February, and give him 30 tablets the 1st of March.” He can 
let it go as long as that doctor’s professional judgment indicates. That 
would apply to this as well as to the average, ordinary, day-to-day 
practice of a physician. 

Senator Ives. Who is going to determine when it applies and when it 
does not apply? 

Apparently it can apply, you indicate; but who is going to deter- 
mine when it can apply: ¢ 

Mr. Larrick. The Federal court, if there is a dispute. 

Senator Ives. In other words, any time there isa doubt, it would have 
to go toa court? 

Mr. Larrick. Well, that is the way the law has been construed. 

Senator Ives. I know it is. I just want to get your interpretation of 
it. I am not arguing that at all. 

Senator Humpurey. May I cite another example which I think is 
commonplace—the use of reducing tablets, reducing medicines. For 
example, you read these advertisements in the papers which state: 
“Do you want to get slim? Here is the way I looked 90 days ago, and 
now look at me. Now I am Miss America practically.” 

Under the present law, people are able to write in and get another 
batch of the pills or another pint of the elixir or whatever it is. Yet 
the drug may work to the very decided disadvantage or ill health of the 
individual involved. Is that correct? 

Mr. Larrick. If they are able to get a repetitious supply, and keep 
medicating themselves, they are very apt to become seriously injured. 

Senator Humpnrey. This provision would make it necessary that 
before there could be a refill, there would have to be a diagnostic 
check. 

Mr. Larrick. That is right. 

Senator Ives. May I again raise the point which I raised before? 
Where is the line that divides those instances; that is, where there 
does have to be such a check and where there does not? Who is 
going to determine that? You say that you can go to the court. That 
is not a satisfactor Vv way. 


Mr. Larrick. There are two ways, Senator Ives. Here is the first 
dividing line between drugs: If it is a prescription drug, a dangerous 


drug, it is restricted. If it is an over-the-counter drug, a refill can be 
obtained. 

Secondly, it is a question of fact, and if a firm has been engaged in 
the course of its business in the dispensing of drugs by mail, I don’t 
believe that would be a very hard factual determination to make 
ordinarily. 

The firms have printed materials. Most of them have forms that 
they send out. We ‘have never had any trouble identifying them. 

Senator Ives. Then they are subject to subsequent’ deter mination, 
assuming it becomes a part of the existing law? 

Mr. Larrick. That is right, with the new language in the statute, 
sir. 

Senator Ives. I understand. I was particularly interested in that. 
Thank you. 

Mr. Larrick. In conclusion, it is our opinion that there is an im- 
portant public health problem involved in the sale of potent drugs. 


Rete 
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There is confusion as to the requirements of the present law. These 
operate to the disadvantage of the public. We sincerely believe that 
a practical solution to these problems is contained in S. 1186. 

Thank you, Mr. Chairman, and gentlemen of the committee. 

Senator Lenman. Senator Neely, any further questions 4 

Senator Neety. No. 

Senator Lenman. Senator Hill? 

Senator Hiz, Let me ask this question. I imagine there is a witness 
here who is opposed to what we might term this administrative listing 
provision. I imagine, because this question comes up often before 
committees where we are thinking in terms of delegating certain 
powers to an administrator, there is one argument that might be made, 
namely, that this would put a great deal of power into the hands of 
oneman. He might bea very fine, ethical man, as most of the heads of 
our public agencies are. But it is the principle involved that is of 
significance. 

In the administration of our pure food and drug statutes, do you 
have any council at all that passes on these questions, or is it always 
the determination of one man, the top man ? 

Mr. Larrick. We have advisory people, Senator. We have not 
designated them as councils. We have no body, no organized body, 
that has other than an advisory power . 

Senator Hitz. In other words, these bodies are only advisers to the 
Administrator who makes the decision ? 

Mr. Larrick. Generally, they are advisers to the Food and Drug 
Administration. Then we make a rec oaniendh ition to the Administrator. 

Senator Hitt. You would naturally make your recommendations to 
the Administrator, and he is greatly disposed to follow your recom- 
mendations ¢ 

Mr. Larrick. Up to now we have been very fortunate. 

Senator Hitt, You are the doctors in the case. 

Mr. Larrick. Generally, he takes our recommendations. 

Senator Hiti, Frankly, what I had in mind is this: When we 
drafted the Hospital Survey and Construction Act, we set up a Hos- 
pital Council composed of nine persons. The Surgeon General of the 
Public Health Service was the chairman and a voting member of the 
Council. Then we ee for eight other members who were not 
Government officials or Government employees. They were non- 
Government eunlioweni: We gave to that Council a very definite place 
in the matter of making certain determinations. 

I was just wondering whether you had given any thought to using 
a similar procedure. 

Mr. Larrick. We have, Senator Hill. We have had no experience 
with the type of council which would issue regulations having the 
force and effect of law to which you have referred. 

We have some concern about whether that would be a very cumber- 
some procedure. But, in the final analysis, if the Congress were to 
decide that that type of procedure would be acceptable | to it, why, I 

‘an assure you that we will accept it and do our best to make a working, 
going concern out of it under that type of arrangement. 

Senator Hiii. You see, where you provide for the right of a con- 
cern to appeal to a circuit court, that court does not try the matter 
de novo. It does not go into the facts as an administrator would or as 
a trial court ordinar ily does in the average case. 
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For instance, in the Hospital Construction Act, you find this 
provision: 

Findings of fact by the Surgeon General, unless substantially contrary to the 
weight of the evidence, shall be conclusive. 

Then it does provide further that if the court thinks there ought to 
be more evidence taken, the case can be remanded back to the Surgeon 
General for the taking of additional evidence. The same rule would 
apply to that evidence as was applicable to the original testimony that 
was taken. 

Mr. Larrick. The procedure that we try to emulate is that which 
the Congress passed upon in the Administrative Procedure Act. Of 
course, you are very familiar with that. 

We would be quite content to leave in your hands the question of 
who has that power. 

Senator Hr. That is all I have. 

Senator LenMan. Senator Ives? 

Senator Ives. I have asked all of my questions. 

Senator LenMan. Senator Humphrey ¢ 

Senator Humpnrey. On page 3 of your statement, Mr. Larrick, the 
second paragraph from the bottom, where you discuss the two classes 
of drugs and then discuss the matter of labeling, you are, of course, 
referring to the lack of adequate uniformity of labeling, are you not? 

Mr. Larrick. That is correct, sir. 

Senator Humrurey. Now, just to get this record straight on this 
problem, you have stated here: 

One manufacturer labels his drug with full and complete directions for use. 
This is an indication to the retail pharmacists that he can freely sell it over the 
counter without a prese i em A competing manufacturer of the same drug 
labels it with the legend : Caution: To be dispensed only by or on the prescrip- 
tion of a physician.” The pharmacist is guilty of a criminal offense if he sells 
this article without a prescription. 

Now, you have presented a demonstration of that. Is that correct? 

Mr. Larrick. That is correct, sir. 

Senator Humpnrey. Do we not run into this situation: the drug 
manufacturer, with all due honor and respect to them, will occasion- 
ally send out what we call detail men. 

Now, I will give you an example. 

When the barbiturates first came on the market, there were such 
products as Seconal, Ortol, and, of course, there was the original 
Veronal and phenobarbital. As a retail pharmacist, you could never 
keep up with the special detail that was going on. 

Now, there would be veronal and phenobarbital which you had in 
your drawer underneath the cash register which you could sell over 
the counter. These new products called seconal and ortol, could only 
be dispensed on prescription. 

Now, what happened to the pharmacist? The detail man had gone 
up to the local clinic and had sold all of the doctors up there on the 
fact that the new drugs were less toxic than the others. Yet a month 
before, the pharmacist had loaded up with, maybe, 3,000 or 4,000 
capsules of a preparation which another drug house had already sold 
the doctor on. So. Mr. Druggist finds himse if in this situation: 

He finds himself having almost identical drugs with each house 
saying that its drug is less toxic than the other and that it has more 
eflicacy. One, however, has the label, “Caution: not to be dispensed 
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without a prescription.” Yet the pharmacist knows, because he, too, 
has been a student of chemistry and has had to study phar maceutical 
chemistry and organic chemistry, and all of the rest of it, that the 
item he has down in his drawer is identical-and that the label on the 
package says that the user can take one tablet every 3 hours. 

So what you actually have here, with this lack of uniform labeling, 
is an economic problem as well asa professional problem. The simple 
fact of the matter is that the detail man from the drug house has sold 
the doctor upon the efficacy and the wonders of this new drug or of 
this revised or newly created drug, and that doctor passes it down to 
the druggist. 

Because that doctor is prescribing through John Jones’ drug store 
and because Dr. Smith writes a prescription out for ortol, whereas 
during the preceding 6 months he has been writing them for seconal, 
you sit there with the seconal because the doctor has decided that he has 
to prescribe ortol. 

In the meantime, the druggist himself, knowing that he has a 
product underneath the counter that he can sell any time he wants to at 
35 cents a dozen for the tablets, and which is the same thing as the 
other product that he sells in prescription form at a dollar a dozen, 
may find himself selling the lower-priced tablets. 

Is that not one of the problems pharmacists have been faced with up 
to date? 

Mr. Larrick. Every time you have one drug firm labeling a product 
with the caution legend and another firm labeling the same product for 
over-the-counter sale, you create just that sort of a problem. 

Senator Humpurey. Here we have the pharmacist with an inven- 
tory of these drugs which in their initial stages may be very expensive. 

For example, when penicillin first came out and when the sulfa drugs 
first came out, that was true. They are down to the point now where 
the price is reasonable and you can afford to buy these drugs. Cortisone 
was terribly expensive, although it is more reasonable now than when 
it first came out. 

Let us assume that a pharmacist has an inventory of about $3,000 
in these drugs. He has to make a living. He knows that there are a 
certain number of preparations put out by one company that have the 
directions for use upon them. You cannot go around and try to make 
him believe that he does not know what these drugs are, because he is 
supposed to be a student of the chemical properties of these drugs. 

Let us assume that he runs out of this one drug. The pharmacist 
knows a good percentage of the trade that he has. He may say to John 
Jones, Who comes in: “I am out of the product that you have called for. 
Just a minute. I have something back here in the prescription case 
which is identical. I will show you the chemical analysis.” 

He goes out and gets the container and shows the customer the 
chemical analysis, that it contains the same items in the same number 
of grains. The customer then s: ays, “Well, give me a dozen of those. 
That is all right. I will take those instead of what I called for 
originally.” 

But that sort of thing can be done now only under penalty of 
criminal prosecution, can it not ¢ 

Mr. Larrick. That is correct, under the present law. 

Senator Humpnrey. So that what this provision really calls for is 
uniformity in the labeling of dangerous drugs. 
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Mr. Larrick. That is exactly right. 

Senator Humpnrey. I think that needs to be developed because of 
the practices of the trade. 

First of all, a man is not in business just to make friends. He is in 
business to make a living. You can go into any prescription depart- 
ment of any drug store in the United States and you will find that 
most of them are loaded up with products which the doctors at one 
time were convinced were the ones that ought to be dispensed. 

But a new detail specialist may come through and convince the 
doctors that they ought = make a change. 

Now, there may be a real reason for that. In many instances, it 
may be the ‘saedieneit of a new drug. But, even though the new 
drug may be almost the same as the old, the new drug will contain 
the prescription legend, while the old drug will not contain the pre- 
scription legend and can be sold over the counter. 

Mr. Larrick. We have found that to be the case in hundreds of 
cases. There is no question about it. It runs through many, many 
different classes of drugs today. That condition should be corrected, 
and this legislation would correct it. 

Senator Humpnrey. That situation is particularly true with respect 
to such things as weight-reducing compounds. 

Mr. Larrick. There are some weight-reducing compounds in the 
exhibits which I have submitted. 

Senator Humpurey. That is the kind of thing where there is tre- 
mendous public appeal. 

Mr. Larrick. There is very apt to be. 

Senator Humrurey. I merely wanted to bring that out because 
there isa real reason for this listing provision. 

That is all I have, Mr. Chairman. 

Senator Lenman. If there are no further questions, I am going to 
call as our next witness, Mr. Roy S. Warnack, of the National Asso- 
ciation of Retail Druggists. 

Mr. Larrick. Thank you, Mr. Chairman and gentlemen of the 
committee. 


STATEMENT OF ROY S. WARNACK, RETAIL DRUGGIST OF 
LOS ANGELES, CALIF. 


Senator Lenman. Mr. Warnack, will you identify yourself for the 
record, please ? 

Mr. Warnacx. Mr. Chairman and gentlemen of the committee, 
my name is Roy S. Warnack. I operate the Warnack Pharmacy at 
1000 South La Brea Avenue, Los Angeles, Calif. I have been a drug- 
store owner for 33 years and a licensed pharmacist for 41 years. I 
am a past president of the California Pharmaceutical Association and 
for 15 years I served the organization as executive secretary. My own 
experience and extensive acquaintance with druggists Nation-wide en- 
ables me to know and understand their problems. 

I come here today to support S. 1186. And at the very beginning 
of my statement, I wish to make clear that all of my remarks are 
directed toward Senator Humphrey’s S. 1186. I am entirely in ap- 
proval of this bill. The bill H. R. 3298 as passed by the House with 
the O'Hara amendment is anastistactory and will receive comments 
at a later place in this statement. 
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The bill is important to public health and the vital services of 
pharmacy. The law and regulations at present contain a number 
of provisions that are obstructive to the efforts of the pharmacist to 
provide the service and medicinals needed for the treatment of dis- 
eases. I will enumerate several of these. 

(1) It is illegal for a pharmacist to recognize or accept an oral 
prescription from a physician. 

(2) A prescription may not be refilled without written authoriza- 
tion of the prescriber. 

(3) A manufacturer may restrict a medicine he makes to prescrip- 
tion use by placing on it the prescription legend though its contents 
be nothing more than charcoal or molasses. 

(4) The pharmacist is liable for selling misbranded drugs if he 
sells a safe or harmless drug, masquerading without any justification 
behind a prescription legend. 

All of the preceding contribute to serious confusion in the daily 
work of the pharmacist. It makes the filling and refilling of pre- 
scriptions a more complicated matter. It wastes time when time is 
an important factor in the recovery of the patient and restricts to 
prescription use many drugs which could be safely and effectively 
used without professional supervision and which the customer should 
be able to buy without the necessity of obtaining a prescription. 

It goes without saying that these needless and unwarranted re- 
strictions add to the over-all cost of medical care and that their re- 
moval will reduce it. 

Since there are two major problems with which this bill is con- 
cerned; namely, the prescription problem and the restriction of over- 
the-counter sale of drugs safe for lay use but presently limited to 
prescription use, I will comment on each problem and in the order 
stated. 

The restriction on the oral prescription and the usual refill is unreal- 
istic in that it runs counter to modern methods of medical practice 
and contrary to the needs of the public. Let me illustrate with two 
examples at my own prescription counter. Similar situations to 
those given are daily occurrences. The telephone rings. A physician 
is calling and he orders a sunburn preparation to be delivered to a 
patient. It would be lawful to sell this preparation over the counter ; 
yet it is unlawful to dispense it on an oral prescription of a physician. 

Senator Hitt. How long has it been unlawful under the statute to 
do that ? 

Mr. Warnack. Ever since the act was enacted in 1938. I will come 
to a recent interpretation that makes it necessary for us to follow that 
rule, sir. 

Senator Hitz. All right. 

Mr. Warnack. It would certainly be unethical to send the packaged 
drug with the manufacturer’s 1: abel on it to the patient. That would 
not be carrying out the doctor’s orders. He expects the package to 
bear a label with his name and the directions he has given on it. 

To dispense the drug in any other manner brings censure upon the 
pharmacist by the doctor and certainly does not add to the patient’s 
confidence in the doctor. What a ridiculous and senseless situation. 

The telephone rings again. A physician on the line tells me to rush 
one of the newer potent antibiotics to one of his patients. Again the 
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situation makes me violate Federal law, since the order given is oral 
and not written; but I think of the patient and the urgency of the 
situation and I send the medicine at once. I doubt that there is one 
of you gentlemen, had you been the patient in the case recited, would 
be of a mind to ar gue that I did wrong in cooperating with the ‘doctor. 

Is it not unwise to continue in force a law that must be ignored for 
the sake of public health? And is it not unfair to compel the pharma- 
cist to assume the jeopardy of prosecution every time he supplies a 
drug for an emergency in response to instructions by telephone from 
a physician ¢ 

t has long been the custom in the profession of pharmacy to recog- 
nize the oral prescription from a physician. However, the doctor of 
today would find it extremely difficult to practice unless he could 
depend on the pharmacist to take prescriptions over the telephone and 
deliver them to his patients. Any pharmacist who has practiced over 
a period of years could cite instances by the score where speedy re- 
covery or even life itself was due to the promptness with which the 
pharmacy got the medicine to the patient, on the phoned order of the 
doctor. 

Senator Humpurey. May I stop you there to ask a question and 
make an observation! With the shortage of doctors in many com- 
munities, the doctor frequently says, after an office visit—and this ts 
particularly true in the case of a mother making a visit to the doctor’s 
office instead of making the doctor come out on a house call which 
takes a lot of time and takes a doctor away from his clinic practice or 
his office practice—the doctor will say to the mother, “Well, now, if 
you have any recurrence of this trouble, why, just give me a call on 
the phone.” 

I have watched this happen in my own family repeatedly. The 
doctor has stated, “Now, there is no need of bringing the children to 
the office. You just call up, Mrs. Humphrey, and tell me what the 
symptoms are. I have examined the children.’ 

She calls on the phone, and the doctor says, “You go down to such- 
and-such a pharmacy. I will call in and they will have a prescription 
there for you.” The wife goes down to the pharmacy, picks up the 
prescription, comes home, and treats the child. 

Now. strictly speaking, that is a violation of the law? 

Mr. Warnack. That is correct. 

Senator Humpnrey. But it is done day after day, week after week. 

Mr. Warnack. It is done continuously. 

The epidemic of virus disease which swept the Nation in the early 
part of this year was effectively countered by the prompt and co- 
operative work of physicians and pharmacists. In a number of 
cases in my own distributive area whole families were down with the 
disease. The number of prescriptions filled doubled and trebled that 
of ordinary periods and of these more than half were of an urgent 
nature, telephoned by the doctor and rushed to the patient by the 
pharmacy. 

This question of oral prescriptions and the lifting of certain need- 
less restrictions against refills is not brought forward as a matter 
of convenience to the pharmacist. The primary purpose is to enable 
him in a lawful manner to assist the doctor in his effort to give better 
medical service to his patient. The bill being considered here con- 
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tains provisions that will make it possible to expedite the pharmacist’s 
services for the benefit of the patient, 

At this point I want to call your attention to a number of copies 
of prescriptions, all of which are of an emergency nature, These 
prescriptions were all telephoned by the doctors. Failure to co- 
operate with the physician and supply the drugs called for to his 
patients would have resulted in needless and possibly dangerous delay 
in recovery of the patient. ; 

I have brought quite a number of copies of prescriptions from 
my own files, some 15 or 20 of them, which I will file as part of the 
record so that they may be inspected. 

Senator Nrety. Do you mean prescriptions that were telephoned 
to you? 

Mr. Warnack. Yes, sir. These were prescriptions that were tele- 
phoned to our store for delivery to patients. They are all prescrip- 
tion orders which would have required a prescription. None of them 
might have been sold without one. They are all legend prescriptions, 
all carrying the prescription legend, namely, “to be sold only by or 
on the prescription of a physician.” 

Senator Neety. When you receive a prescription by telephone, do 
you repeat the prescription back to the physician ? 

Mr. Warnack. Here is a prescription calling for 18 tablets. That 
prescription would have required a legend, There is another one for 
elixir propadrine and ephedrine. They are all of that nature. There 
is one for penicillin. All of the prescriptions are of the type that 
would be termed “urgent prescriptions” where the medication should 
be begun immediately. , 

To expedite that medical care, we rush those prescriptions to the 
patients. 

Senator Nrety. My question was whether you checked back with 
the doctor by repeating the prescription after you have received it, 
indicating what you understand it to be. 

Mr. Warnack. Yes, sir; we repeat the prescription back after the 
doctor has called it. Then we write it down as required in this new 
law and file it for future reference. 

In a good many instances obtaining a written order would necessi- 
tate a long and time-consuming trip, either by the pharmacist to the 
home of the patient. or to the office of the physician. It is needless to 
point out that in addition to the lost time in beginning the medication, 
the additional cost would be considerable and would be borne by the 
patient, 

The copies of prescriptions presented are all for drugs which bear 
the prescription legend and none of them could have been purchased 
without authorization of the physician to the pharmacist. 

In my testimony before the Interstate and Foreign Commerce Com- 
mittee of the House, the question of the safety of the oral prescription 
and possible fraud in connection therewith, was brought up. It is 
possible to answer these questions on a basis of data and historical 
background, since oral prescriptions have been legal in most States 
for decades. There is no evidence that the incidence of error or fraud 


Is greater with respect to oral than with written prescriptions. You 
cannot eliminate error or fraud by statute. Legalizing oral prescrip- 


tions will not affect the picture. 
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So far as obtaining drugs, other than narcotics, fraudulently by 
prescription either phoned or written, I have the following letter from 
the secretary of the California Board of Pharmacy which I will file 
with the committee. The letter follows: 

STATE OF CALIFORNIA, 
DEPARTMENT OF PROFESSIONAL AND VOCATIONAL STANDARDS, 
CALIFORNIA STATE BOARD OF PHARMACY, 
San Francisco, 2, July 26, 1951. 
Roy S. WARNACK, 

Warnack Pharmacy, Los Angeles 35, Calif. 

Drak MR. WARNACK: In response to your communication relative to statistics 
of obtaining restricted drugs by fraudulent prescriptions, | might say that in 
checking our records of investigations, I find that the few instances that have 
occurred are so few in comparison to the thousands of prescriptions that are 
filled daily and to the thousands of prescriptions that are given by phone direct 
from the physician to the pharmacy each day, that it would be impossible for me 
to give you this on a percentage basis. 

It would be my personal opinion, as well as of the investigatory staff, that this 
presents no problem in California at all. Cordial best wishes. 

Very truly yours, 
CALIFORNIA STATE BOARD OF PHARMACY, 
LINN WALSH, Secretary. 

The greatest incidence of fraud is in narcotic prescriptions and 
these must all be written prescriptions. The present bill does not 
in any way affect the narcotic laws. 

The pharmacist is trained to exercise the utmost care and he takes 
every precaution to avoid mistakes. Interpretation of an oral order 
or detection of attempted fraud in a prescription which comes over 
the phone is just as easy as with the written prescription. It is my 
opinion that obtaining drugs illicitly by a telephoned order is more 
difficult than by forged prescription. For safety in comprehending 
the doctor’s orders, the pharmacist calls back the drug and quantity 
and the directions. Then he reduces the order to writing, fills it and 
files the order on his prescription file. The present amendment pro- 
vides for exactly that procedure. Actually, it does nothing more than 
to permit a practice that is lawful in practically every State, but 
which is at present a violation of a Federal law. 

Section 503 (b) of the Food, Drug, and Cosmetic Act makes spe- 
cific reference to certain exemptions from the labeling requirements 
with respect to written prescriptions. Consequently, the Administra- 
tor has‘held that only a written prescription is legal and that it was a 
violation of the Federal statute for a pharmacist to accept an oral 
prescription. 

This was disturbing enough, but the real confusion in established 
‘sews savam practice began when Dr. Paul Dunbar, then Food and 

Jrug Commissioner, in an address before the convention of the Na- 
tional Association of Retail Druggists, held in Atlantic City in 1948, 
announced that a further interpretation of section 503 (b) would 
consider that a written prescription once filled was a complete and 
final transaction, the same as a canceled check. 

Senator Humpnrey. Let us stop there for just a moment, if you 
will. In other words, the prescription is not subject to refill accord- 
ing to the order of 1948. Is that correct? 

Mr. Warnack. Yes; regardless of the type of prescription, it would 
be subject to this interpretation of law. 

Senator Humrnrey. For example, a doctor asked me the other day, 
“How long have you had your cold?’ 
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I said, “7 days.” 

He said, “I think you will get better. These colds respond to treat- 
ment in 7 days. In about 7 days you will probably get over it. 

Frequently what they give in these instances, these mild instances of 
low-grade infection or colds is a little A. S. A. , Just something to re- 
lieve the symptoms. 

Mr. Warnack. That is correct. 

Senator Humrurey. Frequently a man goes in to a doctor, and the 
doctor will say to him, “Drink a lot of fluids, get a good deal of rest, 
and I suggest that you go to bed. Take it easy. I will give you a little 
medicine that will make you sleep a little better and make you rest 
a little better.’ 

Frequently, while they may give such patients different kinds of 
medicine, they give them a little A. S. A. compound. 

Now, this ruling prevents the refilling of that particular type of 
prescription. Is that not correct / 

Mr. Warnack. It does, and yet you could buy it over the counter. 

Senator Humpurey. For example, you can go in and buy empirin. 

Mr. Warnack. You can buy the same combination over the counter 
if you know what it is. You could not very well expect the druggist 
to tell you what it was if you wanted a refill. It would be unethical 
practice if he did so. 

I might also add that while this decision or rather interpretation 
of the Administrator has been in effect and in force for a number of 
years, it was somewhat ignored up until this interpretation was given 
out. Iam inclined to agree with its soundness and that it is pursuant 
to the law. 

To continue with my statement, this meant that refills of a pre- 
scription were against the law, regardless of the nature of the in- 
gredients, whether they were for a simple drug or for the more danger- 
ous sulfas. The druggists were now confronted with an official re- 
striction against both oral prescriptions and refills of every kind. 

The pronouncement of Dr. Dunbar brought a widespread demand 
for an amendment to the Food, Drug, and Cosmetic Act to clarify 
the position of the pharmacist. They insisted on the right to recog- 
nize an oral prescription. Also they wanted to know to what extent 
a prescription could lawfully be refilled on request of the patient. 
Since the practice of pharmacy and medicine were subject to State 
regulation, the pharmacists did not believe the Food, Drug, and 
Cosmetic Act was ever meant to interfere with the traditional physi- 
cian-pharmacist-patient relationship. 

The pharmacists believed that instead of challenging the interpre- 
tation of Dr. Dunbar, which he would undoubtedly defend through 
the courts, relief and clarification were a proper matter for legislative 
consideration. That is the purpose of the bill now being considered. 

Now we come to the prescription legend. 

This is the second important phase of the bill before you. The 

“prescription legend” appears on many products. This legend reads 
as follows: “Caution: to be dispensed only by or on the prescription 
of 2 —————— or otherwise used only for manufacturing purposes,” P 
the blank being filled in with one or more of the words “physician,’ 

“dentist,” or “veterinarian,” as the case mi iy be. 

This legend and its application to the retail druggist in the conduct 
of his profession and his business of retailing drugs present many 
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difficulties. It creates a serious situation in the practice of pharmacy, 
since it appears needlessly and without reason on many products 
which the public should be able to buy on request without the require- 
ment that they have a prescription. Many useful drugs that are per- 
fectly safe for lay use carry the legend and because of that fact, if 
sold without a prescription, are misbranded and the seller is in viola- 
tion of the law. 

Section 502 of the Food, Drug, and Cosmetic Act is the section that 
covers misbranding. It consists of some 10 paragraphs which define 
misbranding and its provisions must be isthowel by all who manu- 
facture, distribute, and sell drugs. In a business as extensive and 
diversified as the manufacture and distribution of drugs it is under- 
standable that many points of misunderstanding or misinterpreta- 
tion would arise with respect to the meaning of the different clauses 
in the section. 

As a result the Administrator of the Federal Security Agency, 
who is empowered by law to do so, has issued numerous regulations 
to cover these misbranding clauses. These are intended to serve as 
a guide to the drug industry. 

Regulation (1.106) was issued pursuant to section 502 (f) and 
among other reasons exempts a drug from the labeling requirements 
of section 502 (f) if it complies with certain conditions set forth, 
one of which is that the product or drug bears the statement, “Cau- 
tion: To be dispensed only by or on the prescription of a physician, 
dentist, or veterinarian, as the case may be.” 

The only instance where the manufacturer may not of his own 
choice use the legend is under the prohibition of paragraphs (h) and 
(1) where an effective application with respect to a new drug would 
apply. Even then, for all practical purposes, he controls the situa- 
tion. If he has in his application supplied the Administrator of the 
Federal Security Agency with the required information and the copy 
of the label he will use, if that copy bears the legend, approval means 
that the legend will subsequently appear on all of the distributed 
drug. 

Neither the law nor regulations are clear or specific with respect 
to the labeling of certain drugs. If the law was clear it would not 
have been necessary for the Administrator to write a regulation of 
several thousand words to give his interpretation of one subsection 
of the law, consisting of one short paragraph. 

In these regulations the Administrator has given his definition of 
the kind of drug that should not be used without professional super- 
vision of a doctor and has exempted such a drug from the labeling 
requirements of the act if it bears the presently used legend. . 

The implication is that it would be obligatory to use the legend, 
if the drug came within the definition contained in the regulation. 
Conversely, the implication is clear if not categorically stated that 
unless a drug qualifies to use the legend it would be required to ab- 
stain from its use and to comply with all other labeling requirements 
of the law and regulations; thereby placing it in a category where its 
sale would be lawful without a prescription. : 

But the manufacturers have read their own meaning into this 
regulation. Since the regulation is written in a negative manner 
and says that a drug is not misbranded by reason of a label that 
sarries the caution legend, they have taken it that such a permissive 
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statement gives them unlimited freedom to use the legend wherever 
and whenever they wish and with respect to any drug and they have 
so employed it without hindrance. , 

Whether the law or regulation would empower the Administrator 
to force the abandonment of the use of the legend in the many cases 
where it clearly does not apply has not been answered. He has made 
no attempt to do so, although he is surely aware of its continued mis- 
use and the consequent serious confusion in the retail distribution of 
drugs. 

It is with respect to the hundreds of cases where the manufacturers 
under the permissive privilege granted in the regulations use the 
legend as an evasive instrument to pass responsibility and liability to 
the druggist that we object. The responsibility for proper labeling 
lies with the manufacturer. He should not be permitted to avoid 
or dodge it. He makes or processes the drug and unless it is per 
se a dangerous or habit-forming drug, he should be required by law 
and regulation to label it in a manner wherein its sale by the druggist 
would not constitute an unlawful act of selling a misbranded drug. 

If the drug or chemical were a bulk product the druggist could also 
repackage and sell small amounts as is often required and by simply 
designating the name of the product and copying the manufacturer’s 
directions, fully comply with Federal labeling requirements. 

When a manufacturer of a simple drug or chemical frequently pur- 
chased by the public distributes his product in small containers, a 
— or less, and places thereon : “For manufacturing purposes only,” 
1e can do it for one purpose only—that of avoiding lability and pass- 
ing it on to others. He knows the druggist buys the product for re- 
sale in its original form or for sale in repackaged smaller units, and 
that the use of the product in manufacturing would be negligible. But 
his labeling precludes its sale unless the druggist assumes all liability. 

A drug or chemical may be perfectly safe for lay use without pro- 
fessional supervision ; yet if the manufacturer has used the legend and 
shipped his product in interstate commerce, the druggist may not law- 
fully sell it. If he chooses, because he knows the drug is relatively 
harmless, to supply it under his own label, with directions for use and 
such other statements as would be necessary to meet Federal labeling 
provisions, he must be prepared to assume any and all liabilities that 
might ensue from such action. 

Manufacturers have been given a privilege under the regulations 
which they have grossly abused. They have demonstrated over the 
years either their inability to write labels which conform to the pro- 
visions of section 502 (f) or their unwillingness to do so, From the 
obvious fact that they have failed to follow the purpose and spirit of 
the Food, Drug, and Cosmetic Act with respect to labeling their prod- 
ucts, it is clear to the practicing pharmacists that they need more com- 
petent counsel in their labeling department or a well-defiined law that 
offers no loopholes for evasion of responsibility. 

The pharmacist in his daily work of filling prescriptions and selling 
household drugs has enough responsibility of his own. He should 
not have to shoulder the responsibility that belongs to the manufac- 
turer. 

The bill before you provides for a determination of the status of a 
drug. It defines the manner in which the Administrator shall pro- 
ceed before issuing a regulation to the effect that a drug must bear the 
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new legend, which reads: “Caution: Federal law prohibits sale or dis- 
pensing without a prescription.” It also covers the point I previously 
commented on as to whether under present law the Administrator 
could force discontinuance of the legend where it clearly did not apply. 

This bill carries a provision that leaves no doubt on the question 
of the Administrator’s enforcement position or on the obligation of 
persons who manufacture and distribute drug products. The bill is 
definite. It says that it is unlawful not to use the legend on the label 
of a drug which has been determined to require it, and that it is also 
unlawful to use it where it does not apply. 

Such a provision will take the guesswork out of labeling. The 
pharmacist will not have to be a mind reader. He will know that he 

can dispense a drug with the new legend only on prescription and that 
he cannot refill it without authorization of the prescriber. 

On the other hand, in the absence of the legend, he knows the manu- 
facturer must label the drug to meet all of the labeling requirements 
ef the Food, Drug, and Cosmetic Act and that the product can law- 
fully be sold over the counter. 

When a drug is classified as unsafe for lay use without professional 
supervision and a prescription is required before it can be dispensed, 
then and then only will it carry the new warning or caution, which 
reads: “Federal law prohibits sale or dispensing without a prescrip- 
tion.” 

The confusion with respect to labeling will cease. The pharmacist 
now operating in a sea of doubt will have a clear understanding of 
what he may sell without a prescription, and the new warning or 

‘aution will point out the products that require one. 

There are countless cases of the misuse of the legend on drugs re- 
ceived by the druggist. I have brought here as exhibits just a few, 
all of which were taken from my own drug store. 

I want to say, in contradistinction to the exhibits submitted by a 
representative of the Food and Drug Administration, that these 
represent exhibits from a drug store on behalf of the National 
Association of Retail Druggists. 

The number of items presented here could be multiplied many, many 
times, but I am not attempting to dramatize this situation by force 
of a gigantic display. I have simply selected a few types of misuse 
that point very directly to the bad situation that needs correction. I 
will direct your attention to these exhibits and ask that they become a 
part of the record for your further examination. 

I shall rely on the judgment of this committee to say whether 
a manufacturer should be made to properly label a drug so that it 
may be sold on request of a customer, if it is safe for use without pro- 
fessional supervision, or whether he should be allowed to avoid that 
responsibility, clearly implied in the FDC Act, and shift it to the 
retailer, who has had no part in its manufacture. 

I will approach the desk so that I can discuss these exhibits. 

Here is a package of calcium carbonate, precipitated; certainly a 
harmless drug if there ever was one. Calcium carbonate, to give you 
the common every-day name, is simply precipitated chalk. It is an 
official U. S. P. drug, the use of which is so generally known that it 
could be sold as such without any further labeling than “Precipitated 
chalk, U.S. P.” Yet, here is a package of this simple drug, exhibit A, 
with the statement “Caution: To be dispensed only by or on the 
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prescription of a physician or otherwise used only for manufacturing 
purposes. 


Offsetting that, here is a bactior se of the same drug, Exhibit Al, 
marked “Pr recipitated chalk, U. S. P.,” with the official name “Cal- 


cium carbonate” in parentheses iow: On this package it is marked 
“Antacid” and the average dose given, and the statement, in addition : 

“May also be used as a tooth powder.” The chemical also has many 
other uses known to the average person. Yet, one of these packages 
or its contents may not be sold lawfully without a prescription; while 
the other may be freely sold even to a child. 

Now, here is another situation. Here is a small container made by 
one of our chemical houses, containing calcium lactate, exhibit B. 
The same situation arises. This canister gives the legend, which 
again precludes its sale except on prescr iption. 

On the other hand, here is a bottle of tablets of calcium lactate, 10 
grains, exhibit B-1, made by one of our leading pharmaceutical 
houses, and the package contains directions for use. ¢ Yertainly calcium 
lactate is a drug that is harmless. The U.S. P. dose is an average 
75 grains, and let me say that it takes a tablespoon, rounded, with 
this product to make 75 grains. Why such a drug should be permitted 
or why a manufacturer should desire, unless it be to avoid responsi- 
bility, to use the legend on such a preparation, I cannot understand. 

Here we have a preparation called Ketochol, exhibit’ C. This 
preparation is one of ketocholanic acids and has a rather wide usage. 
It contains dosage and directions for use with a warning stating in 
what conditions it would not be generally safe to use. It is sold over 
the counter by the pharmacist upon request of a customer and does not 
require a prescr iption. 

Here is a preparation called Cholanor, exhibit C-1, which is 
essentially the same type of product, that of ketocholanic acids and 
ox bile, and yet it contains the legend and may not be sold without a 
prescription. 

Here is another case of especial interest because of the wide differ- 
ence in the manufacturers’ labeling. This preparation was also 
referred to by the Administrator’s representative. The preparation 
referred to is quinidine sulfate. I have here the labels of three differ- 
ent manufacturers. One of these contains a legend, exhibit D; hence 
precluding the sale over the counter. One does not contain a legend, 
exhibit D-1, names the conditions for which the drug is used and 
contains a warning or caution which the manufacturer chooses to 
head by the word “Important” and then names the conditions under 
which the drug should not be used. But, because there are no direc- 
tions for use or dosage, the item could not be sold over the counter. 

In many instances, however, the pharmacist would conclude, unless 
he were well versed in the law, that the product might be sold because 
the legend was absent; yet it could not be sold because there is the 
absence of adequate directions for usage. 

Senator Humpurey. Yet the label states that, if deafness, skin 
rash, and other things result, a physician should be consulted imme- 
diately. 

Mr. Warnack. That is right. But a pharmacist, unless he had a 
good understanding of the law and were well versed on its provisions 
of labeling, would sell it because he would infer the absence of a legend 
as permitting him to do so. But it would not be lawful to sell it. 
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Then we have the identic ‘al preparation under the label of another 
manufacturer, exhibit D-2, where a dosage is given which states 
“One as directed by the physician.” But on this preparation there 
is no warning of any kind to indicate under what conditions the drug 
should not be used. © The pharmacist in this case would be warranted, 
if the customer told him that the doctor had told him to buy it and 
use it, to sell it to him without the placing thereon of any further 
directions or warning of any nature. 

If it is possible to bring to your attention any more confusing situ- 
ation than exists here, I don’t know how it could be done. 

Now, opponents of this bill have made the claim that there is no 
confusion so far as the pharmacist is concerned as to what he may or 
may not sell lawfully. They have stated that the legend or its ab- 
sence is sufficient guide to him. But the exhibit just shown, and there 
are many other cases, refutes that claim. In the absence of the legend, 
how is the pharmacist to know whether the labeling meets the require- 
ments of the FDC Act and regulations, when there are provisions for 
exemptions with respect to dosage, and so forth? He would have to 
have a thorough knowledge of the law and, in addition, he would 
have to read and study every label in his pharmacy before deciding 
whether he could lawfully sell a product. 

Here is a very commonly purchased drug: sodium salicylate. Cus- 
tomers buy it in powdered form to make up their own liquid recipes. 
It is also frequently purcha sed in tablet form. Yet the powder shown 
here, exhibit E, carries the prescription legend. The tablets, exhibit 
E-1, are labeled with the dose, and could be sold. 

Aspirin is perhaps the largest individual item in the drug world in 
point of numbers of sales. Regardless of style of pac kaging, this drug 
should give dosage. Here is a package of tablets m: ade for children, 
with dosage given, exhibit F. Here is a package of 5-grain tablets, 
which carries the usual dosage form. Directions and dosage are given, 
exhibit F-1. Yet the small package of powder, exhibit F-2, shown has 
no directions but carries the prescription legend. It would be un- 
lawful to sell it to a customer on request, although they could purchase 
a barrel of the tablets. 

Senator LenMan. Is that the same as the tablets? 

Senator Humpnrey. It is the same as the tablets, only the tablets 
are compressed. This is the powder. 

Senator Hitxi. The contents are the same. 

Senator Lenman. How about the selling price on these things? 
What is not quite clear to me is why a company should cut itself ‘off 
from sales by labeling a thing when they don’t have to. 

Mr. Warnacx. Senator, if it were clear to me, I would not be up 
here pleading for a change. I don’t know either, frankly, why they 
would do it. , 

My interpretation of the regulation is that they should label it and 
that they should be required to do so. 

Senator Humeurey. Is it not true that, in many instances where 
the prescription legend is carried on a product which is identical with 
one on which the legend i is not carried, the drug which bears the legend 
frequently is sold at a higher cost ? 

Mr. Warnack. Well, that would be so in many instances. But the 
question has often been asked why they do it. There have been 
answers given; yet none of them are completely satisfactory to me. 








AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 53 


We believe that the only answer to the thing is a distinction between 
the drugs and a law compelling the labeling with respect to what 
category the drug fits into. We think that that is the only answer 
and the only safe w ay that we can know what we can sell and what 
we cannot sell. 

Senator Humpurey. This particular product here, without men- 
tioning the name of the manufacturer, is made by a manufacturer 
who prepares his products strictly for prescription use. Is that not 
true ¢ 

Mr. Warnack. That is very true in a large measure; and, in spite 
of that, there are many products that he has ‘for over-the-counter sale. 
My next exhibit calls particular attention to one of his products and 
shows that he has no uniform policy with respect to using the legend 
and not using the legend. 

Senator Humpnurey. I see. 

Mr. Warnack. I next direct your attention to two preparations 
that are very similar in chemical structure, strength of tablet content, 
and in dosage recommended. Indications for their usage is practic ally 
identical in the literature of the manufacturer. Yet the manufac- 
turer of Serenium, exhibit G, places the prescription legend upon his 
preparation, supplies a limited amount of information about the drug 
in his catalog, and will upon request furnish the doctor with more 
detailed information. This preparation cannot be sold except upon 
prescription. 

The other preparation is Pyridium, exhibit G-1. It fully complies 
with the labeling requirements of the FDC Act and consequently can 
be sold upon request, without a prescription. 

Now, this prescription is made by the same firm that made the 
chemicals here which carry the legend. This is a simple chemical as 
to which there is no doubt in my mind or the mind of anyone who 
knows drugs but that it should be labeled. 

The labeling requirements are met by stating what it is used for— 
dosage is given—and other conditions such as contraindications are 
fully detailed. The label states that it, Pyridium, is employed for 
the prompt relief from many of the sy mptoms that frequently accom- 
pany urogenital infections such as cystitis, prostatics, pylonephyritis, 
and urethritis. Then it explains what the symptoms are and their 
manifestations, 

The question in connection with this drug and the absence of a pre- 
scription legend is this: Whether a lay person could diagnose a spe- 
cific condition for which this preparation is recommended and whether 
such a preparation should be available without prescription. If one 
of these preparations is labeled correctly, then apparently one is 
labeled incorrectly. If one labeling is clearly in the interest of public 
health and safety, then one labeling endangers it. Is there any ques- 
tion why pharmacists, who are the last link in the distribution of drugs 
to the public, and who have a great responsibility in so doing, want 
to see a clarification in the law with regard to labeling of ‘drugs? 
They do not want to see a dozen of the same drug or category of drugs 
with a dozen different kinds of labels. 

Senator Humpnurey. May I stop you there fora moment? Let us 
say that a customer came to a store and said, “I want to buy a bottle 
of Pyridium tablets, a bottle of 50 tablets.” Let us say that you know 
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this customer. That would be quite likely, since in the average drug 
store you know a good number of the people that come in. 

You go back into your drug department; you look it over, and you 
find that you don’t have any Pyridium tablets. You find out that 
you do have, however, Serenium. It has, while I will not say identical, 
relatively the same chemical properties. It has the same purpose, 
and the same therapeutic function. 

Mr. Warnack. And the same dosage. 

Senator Humrenurey. Now this drug carries the prescription legend. 
You know this customer just as well as you know your next-door 
neighbor. He is accustomed to coming to your store. There is fre- 
quently a very personal relationship between the pharmacist and 
many of his customers. 

Now, what do you have to tell this man if you do not want to be 
subject to the penalty of the law? You have to tell him, “I am sorry; 
I am out of Pyridium, but I have a product that, while it is not exactly 
the same, it is just about the same.” 

While the pharmacist may complain about the hours he has to keep 
in his drug store, he still has no desire to go to jail, so he does not tell 
him that unless he wants to break the law. Is that not correct ? 

Mr. Warnack. That iscorrect. That is the anomalous or ridiculous 
situation that exists, but it does exist. 

Senator Humrnrey. What frequently happens is this: Since you 
do not want to lose the sale, if you know the fellow, and you know 
what is in your drugs, after all—why kid ourselves? A. S. A. and as- 
pirin are identical—so if a man comes in and says “I want some aspirin 
tablets” and, lo and behold, you find yourself out of them, you pour 
out some A. S. A. If in that case the bottle bears the prescription 
legend, however, you would be sabiect to the penalty of the law. 

Mr. Warnack. May I add that the Senator knows me better than I 
thought he did. 

Senator Leuman. Mr. Warnack, may I ask you this: If a man comes 
in and wants to ask for serenium, which is substantially identical with 
pyridium, you cannot sell serenium to the man without a prescription, 
but you can offer him pyridium and tell him that that is substantially 
the same asserenium. You can sell that without a prescription. 

Now, what is not clear to me is why the manufacturer of serenium 
should voluntarily put a cautionary label on his product when he 
knows that in all probability by doing that he is going to sell less of 
his product. 

Now, there must be some reason for it, but it is not clear to me what 
that reason is. 

Mr. Warnack. In this case, Senator, I would be very glad to sup- 
port the manufacturer who uses the legend on that product because, 
in my opinion, he is correct in using the legend on his product. It is 
my personal opinion that that drug should be stric tly sold on prescrip- 
tion. 

I am supporting the position of the manufacturer who places the 
legend on it. However, if there were under this law a provision which 
would indicate what the source of the determination for what prod- 
ucts should bear the legend, this confusion would not exist. If a manu- 
facturer used the legend and was using it wrongfully, the Administra- 
tor would have the right to hold a hearing on that particular product, 
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take the evidence and, upon the basis of that evidence, issue a ruling 
requiring that the product have the legend removed from it. 

That is the basis of this listing requirement in the bill. 

Senator Lenman. I can see perfectly well why a man might want 
to do away with the labeling requirement in order to increase his busi- 
ness, but I do not see what advantages there would be to a manufac- 
turer to put a cautionary label stating the dosage and stating that the 
product can be used only upon prescription. 

Mr. Warnack. Of course, there is one distinction there. In some 
cases the manufacturer might want to sell his product exclusively to 
the doctors. He may be sincere in that. On the other hand, the manu- 
facturer who places the legend on a product is sincere in his belief that 
it is required. 

I think that is evident in many, many cases. The great reason for 
the discrepancy is the fact that there are 1,400 people making the rules, 
1,400 manufacturers. Each one is making the rules to suit his own, 
not necessarily his own whims, but his own ideas of what is correct 
labeling. There are bound to be a lot of mistakes in that thing. 

Senator Humpurey. Is there not this factor: Let us say that a prod- 
uct such as pyridium has become a trade name and has become well 
known. It is a name that has status on its own. Now, that product 
in due time can be made available for over-the-counter sale. I think 
that in that instance, the manufacturer, who is a very reputable manu- 
facturer, in fact, one of the very best, has determined that because of 
the long history and the long practice in the use of this particular com- 
modity or drug, it is suitable to put out for over-the-counter sale. 

Now, the other company, which is an equally fine company, one which 
has a great history and a fine record, has developed a product which 
does not, as I say, click with you as far as the name goes. What I 
mean is that every boy in pharmacy school has become familiar with 
pyridium. He has had to make the pills in the laboratory. But how 
many people have heard about serenium? So that the trade name 
really means something. 

But if the company supplying serenium send their detail man to the 
local doctor, the doctor may quit prescribing pyridium and start pre- 
scribing serenium. ‘That lends status to both the pharmacy and the 
doctor. 

When a compound becomes too common, frequently there is a tend- 
ency to get away from its use on prescription, especially if there is 
a new product with a new name and the detail man selling its use to 
the doctor. 

Now, I am not being critical of that. It is just the practice, and 
it is about time we understood what the practice 1s. 

Mr. Warnack. That is right, sir. 

May I amplify the Senator’s statement in that regard? Many 
manufacturers have used the doctors simply as a catch or monkey to 
pull their chestnuts out of the fire. I am not condemning particular 
companies, but what I am charging is that many manufacturers of 
so-called ethical products have simply used the doctor to popularize 
their products, starting out with the legend. 

As soon as the product becomes popular and the patients begin to 
know what it is and commence to come in and ask for it, the manu- 
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facturers have taken the legend off their label and have put the 
directions on their label so that it can be used without prescription. 
They simply use the doctors, with all of their so-called ethics. 

There are many instances of that, and any pharmacist who has 
practiced oneniney for 15 or 20 or 25 years can cite them to you. 
That simply supplements your statement. 

Senator Humrpurey. I do not say that that is a particularly common 
practice. 

Mr. Warnack. It is not a common practice. 

Senator Humpurey. But it does happen, and I think you have 
pointed out very well the fact that when a product does become com- 
monplace so that its name becomes almost a household word—for 
example—when it has been tested over a long period of time, and found 
to be relatively nontoxic and harmless, with the dosage on the label— 
that product does take on the character of what we call an over-the- 
counter drug. That has repeatedly happened. 

Mr. Warnack. I might go on at great length in calling to your 
attention the use and misuse of the prescription legend on drugs and 
the condition arising therefrom in the everyday practice in the drug 
store. Because I have been a student of the drug laws, both in my 
own State and the Federal laws, I may have a more acute awareness 
of what is and what is not lawful to sell than the average practicing 
pharmacist. I know, however, in talking to scores of them in my own 
State and druggists from other States, that their problems are no 
different than mine. They find the conditions existing intolerable 
and will certainly welcome any change that wil! clarify their position 
as pharmacists in performing the services required of them. 

Some of the products shown here are simple drugs with which the 
public is familiar. Most of them have been used for decades with 
safety and without the need for professional supervision in their use. 
Some of them are official drugs and would qualify for over-the-counter 
sale if designated by name only and such sales would not cause them 
to be misbranded (regulation 1.106 (c) (2) (g)). Yet the manufac- 
turer chooses to arbitrarily limit their sale to manufacturing or pre- 
scription use by placing the legend on them. 

Obviously the situation presents a serious trade problem that de- 
mands correction. 

Many manufacturers of advertised proprietary products ship us 
their preparations, the labels of which comply with all provisions of 
the Food, Drug, and Cosmetic Act. Yet the same drugs alone or in 
combinations come to us from other manufacturers carrying the pre- 
scription legend. 

A pharmacist might order a certain drug from his wholesaler with- 
out specifying the maker and receive the drug with the prescription 
legend on the label. <A call from a customer for the drug would have 
to be met with a refusal to sell and yet the customer might walk into a 
store across the street and obtain the identical item with labeling that 
would permit its sale. 

As a practicing pharmacist I have for years had a serious problem 
to face; trying to serve the public and at the same time comply with a 
law and regulations which permit the unfair and unworkable condi- 
tions outlined in this statement. 

Having an intimate and working knowledge of the situation, I do 
not believe there is any solution to the problem except through amend- 
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ment to section 503 (b) of the Food, Drug, and Cosmetic Act as offered 
in S. 1186. 

Senator Humrpnrey. Are you primarily concerned about the liabil- 
ity in this matter, Mr. Warnack ? 

Mr. Warnack. That is a serious factor. That is just one of many 
things. The liability part does not concern us very greatly. The con- 
fusion and the inability to supply customers with w hat they would like 
to buy is another part, that is, making it necessary for them to require 
a prescription for some simple drug. It is a point of service to the 
customer that we are concerned with, as well as the liability factor. 

Senator Humpnrey. Yet there is the possible danger, is there not, of 
too much self-medication if the use of the prescription legend 1 
restricted too much? I do not think the pharmacists ought to be in 
the business of trying to promote undue self-medication. 

Mr. Warnack. That is not our purpose at all. The whole purpose is 
that if a drug is safe for use without professional supervision it should 
be available to the customer of his own choosing with the proper 
directions on it. The categories would do it. You should not be denied 
the right to purchase it without a prescription if it is safe for use. 

S. 1186 will make it possible for the druggists to provide a better 
pharmaceutical service vital in the treatment of disease. This phar- 
maceutical service is divided as follows: 

First. A better prescription service at lower cost. The reason: The 
pharmacist can take oral prescriptions and can refill certain prescrip- 
oo on request of the patient without the necessity of either patient 

yharmacist contacting the physician. 

" ocibal The pharmacist will have available and the customer may 
choose from a wider selection of drug products for home use, many of 
which he is presently required to obtain by prescription. 

My remarks to this point have covered the inadequacy of section 
503 (b) of the Food, Drug, and Cosmetic Act to control labeling of 
ree products, and to govern certain prescription practices and to 
endorse §. 1186 as a satisfactory amendment to that section of the law. 
But, as this committee has before it both S. 1186 and H. R. 3298 I 
wish to comment on H. R. 3298 which is not satisfactory and will fail 
to correct the labeling ev ils previously called to your attention. 

Senator Humpnrey. May I interrupt you there to say that the gen- 
tleman who offered that amendment in the House, a gentleman whom 
I know very well, was a proponent of labeling for furs but not for 
drugs. 

Mr. Warnack. Perhaps what the ladies wear is more important 
than what they take for their illnesses. 

In fact, H. R. 3298 as passed with the O’Hara amendment makes no 
change in the present law with respect to labeling. I feel quite sure 
that the opponents of S. 1186 will leave that measure out of considera- 
tion and ask this committee to report out H. R. 3298 which is entirely 

satisfactory to them as it continues their privilege to label drugs as 
they choose without interference or control of any kind. Since the 
present situation is intolerable and manufacturers have made no 
voluntary effort to correct it, is it reasonable to assume that they will 
change from that attitude if they succeed in keeping the law as it now 
is? On the contrar y, I believe they will adopt a more intolerant posi- 
tion backed by the Congress which agreed their conduct to be satis- 
factory. 
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The statements of the proponents of this bill before the House com- 
mittee followed the pattern which is being presented here. It gave 
the background, outlined the present confusion, showed how the “Ad- 
ministrator had tried to correct the bad condition by regulation and 
his admission that it could not be done except by legislation. We 
showed how manufacturers had continually abused and misused the 
labeling provisions of the act and as shown to this committee exhibited 
many samples of that misuse. 

Aside from the Food and Drug Administration, we in the pharma- 
ceutical profession most directly concerned with the effect of this bill 
had only two witnesses appearing in person. The opponents, the 
manufacturers, had an imposing array of legal talent to speak for 
them, three times the number we found necessary to tell our story; 
and in committee time consumed more than three times the amount 
of time we took. 

Senator LEHMAN. Do you also speak for the National Association 
of Retail Druggists at this time? 

Mr. Warnack. Yes, sir. 

Senator LenMan. You are officially speaking for the association 
here ¢ 

Mr. Warnack. I am speaking for the association as well as for 
myself. 

Senator LenmMan. Your views represent the views of the National 
Association of Retail Druggists ? 

Mr. Warnack. Yes, sir. 

Senator LenMan. Thank you. 

Mr. Warnack. Reading their statements makes it understandable 
why they took so much time. Instead of discussing the real issue of 
the legislation, a large part of the matter is diverting and draws 
attention away from the bill. In the plan to retain the status quo 
which gives them unlimited freedom to label drugs as they choose, 
they beat around the bush and set up imaginery goblins and alleged 
dangers to our American freedoms, which they try to prove are im- 
periled by the bill before you. It is my opinion that they do not have 
the faintest idea that the bill has any such implications, but if state- 
ments of that kind further their objective they do not hesitate to use 
them. 

The longest thread of deception they weave through their state- 
ments is the menace of socialized medicine. This is an obvious at- 
tempt to sidetrack the issue and it is effrontery of the first degree. The 
druggists of the Nation are behind this bill, and no group in America 
stands so squarely against socialized medicine as the retail drug group. 
The corner druggists in your home town wants no part of it. “He sees 
socialized medicine as the first step toward a socialist government, 
and he opposes it as an individual and collectively through his Na- 
tional Association of Retail Druggists, where he has gone on record 
year after year against it. 

Moreover, your corner druggist has caused standing committees to 
be appointed on this important subject, ready to move in at any time 
to prevent destruction of the free enterprise system for the health 
agencies. How ridiculous then for the manufacturers through their 
witnesses to attempt to discredit the intelligence of the pharma- 
ceutical practitioners by trying to make a congressional committee 
believe that we would approve legislation that ‘would help to make 
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them captive slaves in a form of government to which they are un- 
alterably opposed. 

Senator Humpurey. One of the reasons why some people talk 
about socialized medicine, a term which I think has been cast around 
rather promiscuously and without much foundation in fact as far as 
our country is concerned, is the high cost. of medical care, which is a 
pertinent, relevant, obvious fact to ‘anybody in America. 

Now, one of the factors in the high cost of medical care is the con- 
tinuous refilling of prescriptions by original prescriptions: Is that 
not right? 

What I mean is that if you have to have a new prescription every 
time you need a perfectly harmless drug, does not that add to the cost 
of medical care ? 

Mr. Warnack. Undoubtedly. I think this bill corrects that to a 
very great extent. ‘The purpose of this bill is to help correct that 
condition. 

Senator Humpurey. Does it not add to the cost of medical care if 
you have prescription legends on drugs for which there is no need é 

Mr. Warnack. There is no question in my mind that from the 
economic standpoint, so far as the patient is concerned, this bill will 
be a very helpful factor in correcting that situation. 

Senator Humpurery. If the American people knew that they can 
buy aspirin tablets for 15 cents over the counter but they must pay 
75 cents for them when they are covered by a prescription legend, they 
would not like it, would they ? 

Mr. Warnack. No; they would not. 

It is noteworthy that the House committee was not too impressed 
with this form of — ition. In spite of the fact that their testi- 
mony occupies about 150 pages of the printed record while the pro- 
ponents statements occupy about 60, the report of the committee shows 
they were not guided in their decision by mere words but came to 
their conclusions on facts. The hearing was by the committee of the 
whole and questioning was particip: uted in by most of the members. 
There was extensive mterrogation of the witnesses. The report of 
the committee was a “do pass” recommendation and the vote 19 to 4. 

The report on H. R. 3298 is clear and concise. It explains the ob- 
jectives and shows how the bill will effectuate them. ‘The committee 
rewrote the bill, retaining all of its essentials and adding strength 
to it by including the definition of a prescription drug, a definition 
presently in a department regulation. The report of the House com- 
mittee very clearly states the case for the proponents of this bill, and 
I respectfully urge this committee to study this report in their execu- 

tive consideration of S. 1186. 

I have taken the liberty to make allusions to testimony before the 
House committee, because I believe it fair to the proponents of this 
bill to answer certain allegations made by opponents which I believe 
to be unfounded and even absurd. 

I call attention to the fact that the Committee on Interstate and 
Foreign Commerce of the House is well-versed in legislation relat- 
ing to food and drugs. It is the committee to which all legislation of 
this type is referred. The present Food, Drug, and Cosmetic Act is 
the work of this committee as well as all of the amendments that have 
been enacted since the original bill was passed. With these facts in 
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mind I think it is safe to say that this committee is better qualified to 
appraise drug legislation than the Congress as a whole. I think its 
recommendation to the Congress is important. Moreover, the au- 
thors of this bill, Representative Carl T. Durham and Senator Hu- 
bert H. Humphrey, are both pharmacists and are convinced that this 
legislation is needed. 

| have referred to the report and action of the Committee on Inter- 
state and Foreign Commerce of the House not with any inference that 
this committee will be guided either with its reasoning or conclusions, 
but because it follows the reasoning we have used in our statements 
as proponents of the bill. Naturally we feel the committee’s report 
strengthens our position. We know that this committee will hear both 
sides on this question and reach its own conclusions upon which its 
report will be based. 

I understand and appreciate the independent manner in which 
committees of the House and Senate operate and the manner by which 
legislation is acted upon. I do not question the right of Congress to 
adopt amendments to any legislation it is considering or to reject it 
entirely if it sees fit to do so. But I can and do question its judgment 
with respect to the present bill, when it sets aside the overwhelming 
judgment of a committee having special qualifications on drug legis- 
lation, to adopt the O'Hara amendment to H. R. 3298. 

The O'Hara amendment largely nullifies the main objective of the 
bill. That obj yyec tive was to correct the chaos of labeling and the 
misuse of the prescription legend. The O'Hara amendment virtually 
continues section 503 (b) in its present form, which is exactly what 
the manufacturers want. 

In our statement we have shown the need for a clear statutory re- 
quirement concerning drug labeling and that S. 1186 provides it. 
Pharmacists who fill preser iptions and sell drugs upon customer re- 
quest know that S. 1186 is the answer to present unsatisfactory con- 
ditions and the Food and Drug Administrator knows it will greatly 
facilitate his enforcement of the law in the interest of public health. 
- fact there is general agreement on the need for this legislation 
by all who distribute drugs at the consumer level and by those charged 
with enforcement of drug laws. 

Only the drug manufacturers oppose the bill and they have not 
produced a single sound reason why it should not-be made law. In- 
stead of logic, in their statements and in the statements of members 
of Congress; who followed through and picked up the same ap- 
proach, they use the emotional appeal and set up scare goblins to 
divert attention from the real issue. 

They. tall about socialized medicine, they bring personalities into 
the picture, they talk about bureaucrats and Oscar E wing and un- 
limited de legation of power, they t: alk of arbitr: ary control of medi- 
cine al oe doctors, they even had the bill giving the death blow to the 
little country store selling Castoria and Vick’s salve. All of which 
is sheer nonsense and no mai part of which has any possible thing 
to do with the bill before you. But this diverting attack had its 
effect on the Members of Congress who voted for the O’Hara amend- 
ment. 

To say that they voted on emotional appeal and against personali- 
ties brought into the picture is not to speak disparagingly of the 
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Members of the Congress. It simply poses this question: When a 
committe has held hearings on a bill for a week on a subject involving 
technical and scientific matter and follow the hearings with long ex- 
ecutive sessions on the subject before submitting a report (which in 
the present case was a favorable one; 19 to 4), how could anyone 
expect an intelligent appraisal of such a bill by the Members of the 
Congress after only 2 hours of debate? 

I will say that I have read every word of that debate on the bill 
and that the Members did not understand it and many of them so 
stated. There was not sufficient time to have it thoroughly explained 
so that they could vote for or against it on its merits. 

In conclusion, gentlemen, I trust you will favorably report S. 1186, 
and that when the bill comes to the floor, you will be given sufficient 
time to properly explain and defend its provisions to the Members 
of the Senate. An appraisal and vote based on facts is all we ask. 
I greatly appreciate your consideration and attention. 

Thank you very much. 

Senator Humpnrey. Mr. Warnack, you mentioned two patent reme- 
dies, or proprietary drugs, that are very common, Castoria and Vick’s 
salve. 

I have read the record of the House hearings and the discussion 
of this on the floor. There were charges made that the Administrator 
would have power under this act to make aspirin, for example, a 
prescription drug. Of course, the same could be said of Castoria 
or Vick’s Vaporub. 

As an experienced pharmacist, you are, I am sure, acquainted with 
the National Formulary. In that document there are many formulas 
for products which are in use. 

For example, one of them is a compound something like Listerine. 
What I mean is you can mix up the proper drugs behind the preserip- 
tion counter, taste the product, look at it, and when you are all 
through what you have is a bottle of Listerine for all practical pur- 
poses. 

Now, is it not now possible under the ruling of 1948 that, if the 
doctor prescribes this particular compound—and I cannot remem- 
ber the name as it has been a long time—— 

Mr. Warnack. Antiseptic solution. 

Senator Humpnrey. All right, let us say that Dr. Jones prescribes 
8 ounces of antiseptic solution and puts his directions on the label, 
namely, “Mix one part with one part of water and use as gargle in 
mouth wash.” 

Now, if that fellow wants to come back and get that prescription 
refilled, he has to get another prescription. 

Mr. Warnack. Under the present law, that is correct. 

Senator Humrnrey. He has to go back and get another prescription 
which adds what? It adds at least a dollar or two to the cost of the 
medicine. 

Mr. Warnack. There is no question but that this is a tremendous 
movement toward lowering the costs of medical care for the general 
public, in my mind. I would say that. | 

Senator Humpurey. Do you have any reason to believe that the 
Pure Food and Drug Administrator would put on a list of prescrip- 
tion drugs such items as Vick’s Vaporub ? 
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Mr. Warwnack. I think, Senator, that such statements are ridic- 
ulous in the extreme because no ruling could be made until a public 
hearing has been held with respect to a drug. 

In my opinion, it is perfectly silly to think that after hearing ex- 
pert opinion any board or any committee of experts would set t aside 
precedent and the habits of years to declare that such harmless 
drugs, with the experience back of them, should be classified as legend 
drugs. That just does not make sense. 

Senator Humpurey. But is it not true that today a number of harm- 
less drugs are so classified by manufacturers ¢ 

Mr. Warnack. Yes. The manufacturers are so classifying harm- 
less drugs. Those are the people who should be required to place 
them in a category where they will be available for purchase if the 
customer dduiote to purchase them. 

Senator Humpirey. Do you ever find lanolin, for example, with a 
preseription legend on it ? 

Mr. Warnack. I don’t remember, but there is a possibility that it 
mnught be. 

Senator Humpurey. It might very well happen, if it can happen, 
as it does in the ease of calcium carbonate. You could safely eat a 
whoie box of that. 

Mr. Warnack. Frankly, we sell a lot of ianolin, and we have never 
paid too much attention to looking at the label. 

“enator Humrurey. But it would be possible, would it not ? 

Mr. Warnack. Yes; that is correct. 

Senator Humpnrey. Under the present law, if a doctor—let us say, 
a dermatologist—preseribes plain lanolin 

Mr. Warnack. They do that frequently. 

Senator Humpurey. Indeed they do. 

When they preseribe plain |: inolin, there is a charge for the preser ip- 
tion which, of course, includes the charge for a visit to the doctor’s 
office, which is entirely in order. Whatever his fee is, he justly 
deserves that. 


Now, the patient takes the prescription down to the drug store. ; 


That prescription is filled, and let us say that it consists of a little 
Y-ounce bottle of lanolin. You do not get very much for 50 cents any 
more, so let us say that that bottle costs 75 cents. 

Now, that 2-ounce bottle is used up quickly. In the meantime the 
condition still exists. The chapped hands, or whatever it might be, 
a mild rash, for example, may still be there. 

Now, there is no need for that patient going back to the doctor. 
Under the present law, however, the patient has to go back to the 
doctor. 

Mr. Warnack. The present law requires a written prescription for 
every order. 

Senator Humpurry. Now, the doctor may be a very generous soul, 
particularly if he is a family doctor, particularly if he is known by 
the patient; and the doctor may just give him another prescription. 
But I want to tell you that when you come to a strange community 
and you are not acquainted with its mores or practices, and you do 
not. know the doctor, if you come in, after having one of these pre- 
scriptions filled and ask for another prescription of the same type, 
you are going to pay the doctor for that prescription. 


Mr. Warnack. That is correct. 































e.| 
le 


LY 


he 
e, 


yr. 
he 


or 


ul, 
by 
mn. 
ity 
do 
re- 
pe, 


AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 63 


Senator Humpnrey. And when you go back to the drug store you 
are going to have to pay the pharmacist the price that is asked for it. 

Mr. Warnack. I think the practice has been—and it is not to avoid 
the law—that the department itself has said that it would not worry 
too much about the refills of harmless drugs because there has been 
such a furor created by the Administrator’s ruling, but that they 
would be very careful with respect to dangerous drugs. 

However, I think that the practice of most pharmacists is not to 
refill prescriptions for any dangerous drugs without authorization, 
cral or otherwise. Even ‘the oral authorization is unlawful under 
the present law. 

Senator Humpnrey. That is correct. This ruling was brought about 
primarily because of the sulfa drugs, the barbiturates, penicillin, and 
the antibiotics, the new drugs. 

Mr. Warnack. I think the newer drugs and perhaps the introduc- 
tion and abuse of unauthorized refills were the cause of the Adminis- 
trator’s ruling. It was necessitated by those abuses. The law to back 
up the ruling has been there since 1938. The law was there, and 
the regulation was issued pursuant to the law and not in excess of 
the statutory provisions. 

Senator Humpnrry. I personally believe that when Dr. Dunbar 
took the step for the protection of the public health, there was very 
obvious need for it. 

Mr. Warnaex. I agree with that. 

Senator Humpnrey. The problem now is to clarify the area of 
the dangerous drugs on the one hand, and the drugs that are relatively 
harmless on the other, and to make sure that the prescription legend 
is placed on the proper commodities. 

Mr. Warnack. I do not think Dr. Dunbar realized the implica- 
tions of his ruling or the fact that there were other provisions in the 
bill that made it very unfair under the present conditions for people 
to operate. In that sense the law is simply outmoded. It needs what 
you are trying to do in this bill. 

Senator Humpnurey. Would you be opposed to the suggestion men- 
tioned here a while ago, a suggestion which, in my own opinion, has 
real merit to it, of setting up an advisory council? Senator Hill 
brought that to our attention saying that. under the Hospital Survey 
and Construction Act there is a council that passes upon the standards 
of Government assistance. It is an advisory, policy-making board. 
Would you be opposed to such a council or committee within the Food 
and Drug Administration to pass on the listing? 

Mr. Warnack. Are they to be private individuals outside of Gov- 
ernment employ ¢ 

Senator Humpnrey. They would be appointed. After their ap- 
pointment, of course, they would be public officials. 

Mr. Warnack. What is their status with respect to the observance 
of their conclusions or rulings? Is the group simply advisory ‘ 

Senator Humpurny. Under the Hospital Survey and Construction 
Act they do not have final authority. They have power of recom- 
mendation. 

Mr. Warnack. I do not, frankly, think it amounts to a great deal 
We have had that experience through many, many Federal laws w here 
we have been asked to consult and to sit in on committees. My ex- 
perience with those committees is that the conclusions never amount 
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tomuch. When the rulings come out, you find them entirely contrary 
to the matters that have been discussed. I do not think much of it. 

Senator Humpurey. We have used such groups in public health 
matters. The Government has made use of advisory councils or 
boards, particularly in matters of research. 

I must say in all candor that my observation of these boards or ad- 
visory councils is this: That they do have a real controlling influence 
and that their recommendations are generally adhered to by the Ad- 
ministrator. 

For example, in this instance, if you had this listing provision as pro- 
vided in S. 1186, it might be desirable to have a council or a committee 
that was broadly representative of the people affected here Now, if 
you have the manufacturers, the retail pharmacists, and the doctors, 
let us say, and the public represented in a council that would pass on 
to the Administrator their recommendations on these controversial 
matters of listing, it might be a very useful and helpful group. 

Mr. Warnack. Well, I think it could be of considerable value, es- 
pecially with respect to the determination of the dangerous drugs or 
the toxicity of drugs if the right kind of people were ‘secured for the 
advisory committee and if they were sincere in their efforts. It could 
be very beneficial because, as I understand from the testimony of Mr. 
Larrick this morning, that is more or less what we have at the present 
time. They have to rely on this service more or less on a voluntary 
basis. 

Senator Humrurey. It is done on a discretionary basis by the 
Administrator. 

Mr Warnack. That is right. 

Senator Humpurey. Whether we agree with the expressions of 
fear and doubt about the bill that have been mentioned, the fact is 
that some people believe these statements. Would it not be possible 
to alleviate that by giving those deeply concerned an inside position 
in the formulation of policy ? 

Mr. Warnack. Yes; it could be helpful. 

Senator Humpurey. In other words, our drug manufacturers are 
principled, ethical, scientifically trained, qualified people. It would 
be advantageous to make sure that we get the benefit of their advice, 
not as at present, through a procedure which is discretionary with 
the Administrator, but rather as a requirement provided for by act 
of Congress. Would not such a procedure have some salutary effect ? 

Mr. Warnack. Yes, sir; I think it would. I think that by and 
large they have possibly a finer research staff than the Government 
could possibly employ. 

If their services could be obtained, they would be extremely help- 
ful. 

I am not too familiar with the proposal that you are bringing up, 
but I do think it could be very beneficial. 

Senator Humrnrey. The advisory council might also serve as an 
appellate board—I mean a board to which an appeal could be taken 
from any regulation or decision of the Administrator before going to 
court. 

Mr. Warnack. In my opinion, if they had a conclusive part, that 
is, the part of determining what the regulation would be, it would 

not be necessary to go back to them. If “their decisions are advisory 
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and did not have to be accepted, they might be of great value as an 
appellate board. 

Senator Humpnrey. I do not think such a board should be given 
what might be called definite power or conclusive power, but it could 
have power to make recommendations. Such a power, obviously, 
would be valuable and would reflect experience and the background of 
the individuals. 

Mr. Warnack. That is true. The presumption, of course, in this 
bill, is that the regulation would be based on the findings of fact, 
substantial evidence concerning the determination of the status of a 
drug. 

If it was based partly on the advice of these counselors, and the 
regulation followed their advice, well and good; but if it was con- 
trary to it, it woud seem to me then, that the best relief would be 
obtained by going directly to the district court of appeals and have 
them review the evidence. 

Senator Humenurey. I would not eliminate that. I think that should 
be kept. I firmly believe that the administrative procedures should be 
kept and that the court review section should also be retained. 

Any aggrieved party ought to have the opportunity to go to the 
courts. 

Mr. Warnack. Yes. 

Senator Humrnurey. But I am talking about an intermediate appel- 
late function. This is not just a matter of reconciling differences. It 
is a matter of getting the benefit of the advice of people who have had 
long practice and experience in the particular area of endeavor, and 
pharmaceutics al manufacturers certainly have that. 

Mr. Warnack. Would such a provision be written into the act as an 
amendment ¢ 

Senator Humpurey. I am just discussing this now. I just wanted 
to know what your reflection would be upon the possibility. 

Mr. Warnock. It has some merit. 

Senator Humpurey. Why do you not think it over and, if you have 
any further observations on it, give us the benefit of them. 

Mr. Warnack. I will be glad to. 

Senator Humenrey. Allright. Thank you, Mr. Warnack. 

Mr. Warnack. Thank you, Senator. 


STATEMENT OF HERMAN S. WALLER, LEGAL COUNSEL, NATIONAL 
ASSOCIATION OF RETAIL DRUGGISTS, CHICAGO, ILL. 


Senator Humpnurey. Our next witness is Mr. Herman S. Waller, 
speaking for the National Association of Retail Druggists. 

Mr. Waller, will you come forward, please. Will you identify your- 
self and proceed with your condensed statement. Your complete state- 
ment will be filed in the record at the conclusion of your presentation. 

Mr. Watter. Mr. Chairman and gentlemen of the Senate Committee 
on Labor and Public Welfare, my name is Herman 8S. Waller, of the 
law firm of Waller & Waller. 1 am a registered pharmacist and a 
member of the Illinois and Florida Bars, with offices at 32 West 
Randolph Street, Chicago, Il. 

I represent the National Association of Retail Druggists, the pro- 
ponents of S. 1186, to which association I shall refer to hereafter as 
NARD. 
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The NARD represents the Nation’s retail drug-store owners ex- 
clusively, with an active membership of some 35,000 of the 50,000 
independent retail drug-store owners, and by affiliation with State 
and city pharmaceutical associations, embraces a representation of 
almost every drug-store owner in the United States. In their behalf, 
T ask leave to file with this committee my detailed statement and the 
photostatic exhibits which accompany it. 

Senator Humpnrery. The detailed statement and the photostatic 
exhibits will be inserted in the record after your oral testimony. 

Mr. Water. Gentlemen, out of consideration for your time, I shall 
refrain from reading the entire detailed statement, remaining con- 
tent with the fact that because of the vital public interest embodied 
in the measure for your consideration, you will find it desirable to 
study the contents thereof at a more opportune time, so that you may 
better understand and appreciate the aim and objective of the pro- 
ponents of S. 1186. 

To enable the members of this committee to question me on mat- 
ters of interest to them concerning the provisions of S. 1186, I re- 
spectfully direct your attention to the fact that my detailed state- 
ment for convenience may be divided into seven parts. 

Part 1, the first 10 pages thereof, points out the problems of the 
retail druggist in serving the public with medicaments under the 
present provisions of the Federal Food, Drug, and Cosmetic Act, and 
how S. 1186 amends the present law, so as to enable the Nation’s re- 
tail druggists to serve the public with medicaments more conveniently, 
more efficiently, and more economically. 

My assertions contained in the detailed statement are based upon 
actual experience of retail druggists throughout the country and is 
further corroborated by some 30 photostatic exhibits of dozens of 
labels which under the presently permitted promiscuous labeling 
practices results in the unnecessary restrictions of many simple house- 
hold drugs and remedies to be sold only upon a doctor’s written pre- 
scription. 

A practice which invariably produces higher costs of medication, 
inconvenience, and even danger to the sick, as well as confusion among 
the retail druggists and the public as to the certainty which given 
drug or compound ought reasonably be, or not be restricted to the 
sale of a doctor’s prescript ion only. 

Gentlemen, I urge you to please examine each exhibit and the refer- 
ence thereto in my detailed statement. An analysis of the exhibits 
will more graphically portray to you the scope and aim of 8S. 1186 
and the public interest the proponents of this bill seek to accomplish. 

The six parts of my detailed statement which follow, I believe con- 
clusively refute the allegations and innuendos of the various op- 
ponents of S. 1186 as may be gleaned from their statements at the 
hearings before the House Committee on Interstate and Foreign Com- 
merce, when it considered H. R. 3298, the companion measure to S. 
1186. 

Part 1 of my detailed statement not only, in my opinion, negatives 
the allegation of the opponents that S. 1186 will tend to increase the 
costs of medication, but clearly establishes the contrary, namely, that 
the chief aim and purpose of every provision of S. 1186 is to reduce 
the cost of medical care by obviating the need for a doctor’s prescrip- 
tion or a written authority for its refill if the drugs involved are not 
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specifically restricted to sale on prescription only as is provided in 
the bill. 

Part 2 of my detailed statement completely disapproves the op- 
ponent’s inexcusable and illogical innuendo that this bill may lead 
to socialized medicine. 

As asserted in my statement, the proponents of S. 1186 maintain 
that if socialized medicine is what it is generally understood to be, 
namely, a plan whereby the Government furnishes its citizens with 
medical care, without cost, the cost being defrayed by a special or 
general over-all tax; and if the need for socialized medicine is based 
upon the premise that medication is becoming too high for those least 
able to pay, then this measure will instead be a very significant and 
practical step in the direction of avoiding the need of socialized 
medicine. 

The proponents have conclusively again and again pointed out that 
their chief aim and objective is to reduce the cost of medical care to 
the public by obviating the need for the additional cost in obtaining 
a doctor’s prescription in purchasing simple drugs, many of which, 
under the present labeling requirements, are now unnecessarily re- 
stricted to sale upon a doctor’s written prescription only. 

And by further providing that the determination of which drug 
may or may not be restricted to sale upon a written prescription only 
be limited to a single source, such as the administrator of the law, 
instead of the present practice which leaves determination to whim of 
some 1,400 manufacturers. 

The determination of which drug may or may not be restricted if 
left to a single source, safeguarded against capricious and discrimi- 
natory action, such as is provided by subsection 5 of S. 1186, will 
invariably avoid the present promiscuous and confusing I: abeling prac- 
tices and will be in the public interest. 

The opponents of S. 1186 have resorted to all types of scare tactics 
in an effort to defeat this bill. The most vociferous is the goblin that 
this measure will lead to socialized medicine. 

Senator Htumpurey. May | interrupt you at that point ? 

Mr. WaLLer. Surely. 

Senator Humpurey. I have read the testimony before the House 
Interstate and Foreign Commerce Committee, and I know that some 
of the opponents of the bill are present. I hope they will document 
for me and for the rest of the members of this subcommittee the evi- 
dence which might support a conclusion that this measure will lead 
to socialized medicine. 

If I find that to be so, that is, that this bill leads to socialized medi- 
cine, I will withdraw my name from the bill because I am not for 
socialized medicine. 

If 1 were, I am sure that I would not get a very pleasant hearing 
before the subcommittee. 

I mention this because I want to alert those who are interested that 
I want to find out whether this argument is based upon fact or based 
upon fancy. 

Mr. Wauier. | could never find a reason for it, Senator, but I make 
note of it here only to direct your attention to what has been done in 
the House. In presenting this statement, I warn you of what is 
coming. 
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Senator Humpurry. May I ask a question: Has the National As- 
sociation of Retail Druggists ever taken any convention action on 
this listing procedure ? 

Mr. Watter. Yes, sir; on two occasions the National Association of 
Retail Druggists passed a resolution confirming S. 1186 and the origi- 

nal Durham bill. 

On two occasions it has voted against socialized medicine. 

Senator Humpurey. How many members did you say there are in 
the National Association of Retail Druggists ? 

Mr. Watter. There are 35,000 actual members, and _ practically 
every retail druggist is represented through the affiliation of local 
and State associations. 

Senator Humpnrey. And they are private owners only? 

Mr. Water. They are independent druggists. 

Senator Humpnrey. And not socialists? 

Mr. Water. We don’t have socialists; we don’t have chain stores 
in our membership. 

Senator Humpnurey. In other words, they represent what you would 
call free, competitive industry ? 

Mr. Water. That is correct. 

Senator Humpurey. Have you ever known the National Association 
of Retail Druggists to adopt any resolution on behalf of a socialist 
program ¢ 

Mr. Water. Not to my knowledge during 21 years, 18 of which I 
represented the association. 

Senator Humpurey. And you have given considered judgment to 
the listing provision ? 

Mr. Water. Very much so. 

Senator Humpnrey. And you do not think that it is a socialized 
medicine ? 

Mr. Water. I do not; no. 

Senator Humpurey. Neither does the membership of the National 
Association of Retail Druggists ? 

Mr. Water. That is right. 

Senator Humpnrey. What do you mean by saying “that is right” ? 

Mr. Water. They did not think it was because they voted for it. 

Senator Humpnrey. Well, I think it is well to clarify the position 
of the National Association of Retail Druggists on this, because I 
do not think the way to settle any matter is by conjuring up hob- 
goblins, as somebody has said here. 

Mr. Watirr. To continue with my statement, the most vociferous 
is the goblin that this measure will lead to socialized medicine. With 
this goblin, when H. R. 3298 came up to a vote in the House, they 
succeeded in scaring a sufficient number of Representatives to ‘adopt 
an amendment to H. R. 3298 with the effect that the bill as passed by 
the House leaves out the provision for determination of which drug 
may or may not be restricted to sale upon a prescription in a single 
authoritative source such as the administrator of the law. thereb 
continuing the present unrestricted promiscuous and confusing label- 
ing practices which experience has proven to be detrimental to the 
public interest, as well as an unnecessary impediment to the druggists 
in serving the public. 

Senator Humpurey. Now, was there any opposition on the part of 
the pharmaceutical manufacturers or the National Association of 
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Retail Druggists to having the Federal Government regulate the sale 
and dispensing of narcotic products? 

Mr. Water. To my knowledge, there was not. 

Senator Humpnrey. And, of course, this is a very stringent govern- 
mental regulation, is it not? 

Mr. Water. I agree with you, sir. 

Further in my statement I indicate the fact that there are provisions 
in the act which give the Administrator the right of determining what 
is and what is not the correct standard. It gives him the right to 
determine standards, qualifications, labeling processes, and all of that, 
and yet they continue to maintain that this one is a particular goblin. 

Senator Humpnrey. Is there at present for ex: ial any Opposition 
to the Federal Government regulating the manufacture, distribution, 
and sale of barbiturates ? 

Mr. Watxer. I would say no, that there is no opposition on their 
part. 

Senator Humrurey. Is there not agreement in the drug trade, 
among the wholesalers, the manufacturers, and the retailers, that the 
Federal Government ought to assure uniformity in the labeling of 
barbiturates ? 

Mr. Warr. There is a consensus of opinion that there ought to be 
uniformity in that respect as far as the barbiturates are concerned. 

Senator Humpnrey. All right. 

Now, let me ask you this: Does this bill in any respect venture into 
areas of socialistic conduct ? 

Mr. Water. I would say no, sir. 

Senator Humpurey. Would you call it normal regulation with re- 
spect to the public interest / 

Mr. Water. I would call it normal and necessary regulation in the 
interest and for the welfare of the public, Senator. 

The big problem in this comes about in connection with the fringe 
of drugs in that twilight zone you have heard referred to this morning. 

Senator Humpnrey. I hope that you are going to point out the 
safeguards that surround this administrative authority because I, too, 
recognize that the listing provision gives the Administrator a great 
deal of power. 

Mr. Waiter. I point that out further on. 

Senator Humpurey. Now, it is very important that we set up the 
necessary safeguards so that there can be no promiscuous or oppressive 
action on the part of the Administrator; and I am going to ask you 
what you think we might do to further strengthen the bill in that 
regard. 

Mr. Waurer. I point that out further in my remarks. 

Senator Humpurey. All right; will you go ahead ¢ 

Mr. Water. This witness sine erely hopes that this committee will 
concur in the opinion of the House Committee on Interstate and For- 
eign Commerce which by a vote of 19 to 4 favorably recommended 
passage of H. R. 3298 in the form and in scope of S. 1186. 

art 3 of my detailed statement refutes the allegation that S. 1186 
is not necessary for the reason that the Food, Drug, and Cosmetic 
Administrator under the present act may by regulation solve the prob- 
lems sought to be corrected by 8S. 1186. My refutation of this allega- 
tion is conclusively corroborated by the statement of Mr. Oscar Ewing, 
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the Federal Security Administrator, who in his testimony before the 
House committee on this point said: 

Frankly, I feel very strongly that this is a question that should be dealt with 
by legislation rather than by regulation of the Administrator. I feel that for 
two reasons. In the first place, I am sure that under the law the Administrator 
cannot do some of the things that ought to be done, and, secondly, I feel that 
this is so far reaching that it is important that it be done by legislation and not 
by regulation of the Administrator. 

The Administrator went on further to say: 

On the other hand, some of the things that we are authorized to do I think 
could be done better by legislation. 

Senator Humrnrey. Now, let us stop there for just a moment. 

Mr. Water. Yes, sir. 

Senator Humpenrey. You have just mentioned that Mr. Ewing is 

said to have already the power to regulate in this field. He would 
hav e to move ahead and take that power, would he not ? 

Mr. Water. That is right. 

Senator Humpnrey. He could cut out that area for himself, but 
in the first place, apparently there is reasonable doubt in his mind 
as to whether he has the power, and, in the second place, he seems to 
have the firm conviction that, even if he does have the power, the 
results would be so far reaching that the representatives of the people, 
the Congress duly assembled, should tell him whether he should 
exercise it. 

Mr. Water. That is correct, sir. This is his own statement that 
I am quoting to you for the record. He believed that it could not be 
done by regulation and that he would rather have it done by Congress 
because of the importance and the public interest involved. 

Senator Humpurey. In other words, there is now a regulation 
defining a prescription drug, is there not ¢ 

Mr. Watter. That is correct, sir. 

Senator Humpnrry. This bill takes the matter out of the field of 
regulation and makes it statutor y — / 

Mr. Water. That is correct, 

Senator Humpurey. Would io concede that statutory law is more 
equitable, because of the complete debate and other conditions that 
surround its formulation, than administrative law ? 

Mr. Wauier. It is not only more equitable but more certain and 
more enforceable and more deliberative, and more representative 
because a law is enacted by the representatives of the people, whereas 
a regulation is a statement of one person. That is the difference. 

That is the reason w hy Mr. Ewing said he would rather have it done 
by legislation. That is my interpretation of his statement. 

Senator Humpnrery. All right; will you proceed ¢ 

Mr. Water. Part 4 of my det: iiled statement, fully contravenes 
what appears to be ed opponents’ most frantic argument, namely, 
th: at this measure, particularly subsection 1 (b) thereof, which pro- 
vides for the Administrator of the law, after following a given stand- 
ard, to detern ine the drugs which may or may not be restricted to 
sale upon a doctor’s presciption only, vests in the Government bureau- 
eratic control of the drug industry. I respectfully urge that you 
carefully examine this fallacious conclusion on the part of the 
opponents and note particularly my assertions and the corroborative 
facts with respect thereto contained in my detailed statement. 
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In this connection, I direct your attention to the fact that the 
present Food, Drug, and Cosmetic Act, by several provisions thereof 
already directs the Administrator of the law to make and provide 
standards, to declare tolerances, and to determine when a drug may be 
habit-forming and the type of caution the label of such drug shall 
bear. Why then is it unreasonable or bureaucratic for Congress, 
now, to also direct the Administrator of the law, in the public interest 
to declare and determine, based upon the standard prov ided in S. 1186 
and the opinion of experts qualified by scientific training and experi- 
ence, Which drug may be dangerous unless used only under the super- 
vision of a practitioner hie ensed by law to administer such drug. 

Senator Humpnrey. Well, now, at that point, I will say that all of 
this Socialist talk is fluff. At least that is my opinion, 

But I think we have a point here that needs real examination be- 

cause I think the opponents of this measure are not just talking idly 
when they talk about the powers which under the bill are vested in the 
Administrator. 

Il feel that we must take every precaution to see that these powers 
are not abused if the listing provision should be adopted. 

[ also believe that we must have every safeguard for public hearing, 
for the final resclution of recommendations, and for the promulga- 
tion of rules or orders. 

I ask you, Mr. Waller, as an experienced attorney and as a reg- 
istered pharmacist, and as one who has been working with the Na- 
tional Association of Retail Druggists: You do not want the Federal 
Government to license you out of business? I mean, you do not want 
any promulgation of rules that would in any way jeopardize the 
safe and profitable operation of a retail druggist’s establishment. Is 
that not right ? 

Mr. Wauter. That is right, s 

Senator Humpnurey. Now, in examining the provisions of S. 1186 
and the House bill as reported out of the committee, have you care- 
fully scrutinized those provisions to see whether or not adequate safe- 
guards are there? 

Mr. Wauurr. | have. 

Senator Humpurey. I do not want Mr. Ewing or Mr. Crawford 
or anybody else telling the pharmacists or the Shekels druggists 
what to do just on the basis of wanting to tell them what to do. I feel 
however, that somewhere in this political economy of ours, there 
must be authority to make some value judgments and some qualitative 
decisions as to what are harmful drugs and what are not harmful 
drugs, what are prescription legend drugs and what are not. 

[ do not now whether or not my personal feeling at the moment 
is that that ought to be left primarily in the hands of the people who 
are selling drugs or making drugs for a profit. That is a notable 
and worthy objective. The great pharmaceutical houses are not in 
the business of manufacturing just for the love of manufacturing. 
They are in the business for two reasons: to produce high quality 
medical products for relieving human suffering and illness; and in the 
process of doing so, to make a profit. 

Now, some people have the profit motive more than others. 

Those are the fringe elements in any area of life. 

What I am interested in finding out and what I want this record 
to reveal so that this subcommittee may be thoroughly informed as it 
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studies this record are the administrative safeguards provided for with 
respect to rulings on the part of the Administrator—rulings that 
would be very broad as rulings under this bill would be—so that any 
aggrieved party or any interested party may know that he will have the 
full protection of due process of law—I will put it in that termi- 
nology—and that he may be given the opportunity to be heard, to 
present his case and to share, if possible, in the ultimate recommenda- 
tion, so that he is not cut out and left out in the cold. 

Now, I am convinced that the great drug manufacturing companies 
do not want to jeopardize the standards of “public health. I know they 
would not want to do that for profit, and I am sure that they would 
not want to do it just tobe mean. They are interested in public health. 
They are interested in the improvement of the medical profession. 

Now, how do we make sure in this bill that a company with as fine 
and with as consistently good a record as many of these pharmaceutical 
manufacturing houses have—how do we make sure that the Adminis- 
trator, in the exercise of his powers, does not in any way treat them 
unfairly, treat them capriciously, or treat them inequitably. Now, that 
is the nub of this thing. 

Mr. Water. I am in agreement with that. This is not a matter 
that came to us overnight, Senator. This is a problem that has con- 
fronted the retail druggists for many years. I remember that 5 or 6 
years igo, when I appeared before Dr. Dunbar, when he was Commis- 
sioner, I asked him about and told him the problems of the retail 
druggists with reference to the confusion and lack of uniformity with 
respect to labeling. We tried to arrive at a means that would accom- 
plish uniformity of labeling. 

The suggestion was made that that could be accomplished only by 
a single source, and that the determination of what ought to be labeled 
one way or another ought to be that of a single source. 

At that time, I did not care who it was. It might have been any- 
one from whose opinion we could go somewhere else to have it cor- 
rected, if he were wrong. 

A committee was talked about, an industry committee; but that led 
to some difficulties because of appointment or because of working. 
Then the decision was made that the matter should be left with the Ad- 
ministrator of the law who is an authorized person, directed and con- 
trolled by Congress, appointed by the President; in addition to that, 
there were certain safeguards provided for that purpose as contained 
in section 5 of S. 1186. 

In additon to that, the original bill provided not only that it should 
go to the circuit court of appeals from an administrative ruling, but 
that it should go to that court in the nature of a trial de novo. That 
provision was cut out in the House; as you probably are familiar with. 

Senator Humpnrey. That is correct. 

Mr. Watier. I have developed that in my remarks, Senator; and 
as I go along I will bring that out as I come to it. But that was the 
idea originally. The idea was to accomplish uniformity of labeling 
so that the people who serve the public know when and under what 

circumstances they can sell a product over the counter and when and 
wie *r what circumstances they must have a prescription from a phy- 
sician or written authority to do so. That was the purpose. 

Senator Humrnrey. As the author of S. 1186, 1 want my position 
quite clear. I feel, particularly after reviewing the House hearings, 
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that the amendments offered in the nature of a substitute are sound 
provisions. However, I always recognize that when we have a bill 
before the committee there may be the necessity of amendments. 

In other words, I have no vested interest in each and every word 
and in every line of this bill. What I am essentially interested in, 
as I have told many people who have written me, is not the exact 
wishes of the National Association of Retail Druggists, nor the Amer- 
ican Pharmaceutical Association, nor the American Drug Manufac- 
turers Association—all component parts of this great industry—but 
what I am truly interested in is adequate protection of the public 
health and sound professional standards within this industry. 

Any amendments or any provisions which are offered constructively, 
to strengthen these objectives are things that will strongly influence 
me personally. Iam going to be moved by those considerations. 

I want it quite clear, as we discuss this, as far as this one Senator is 
concerned, this bill is not the final product. There is no such thing. 
1 want to see it used as a framework upon which to work. It gives 
us the area of controversy so that we can refine this bill as it needs 
to be refined for the public interest. 

Mr. Waller, 1 am in agreement with that, and I want to add this 
to your remarks; that I am not particularly sold on any one word 
or section of the bill as it is now written. All I am interested in is 
to accomplish the results that the retail druggists deserve and need 
in order to serve the public. 

Whether the Administrator determines it, whether it is an advisory 
board, or whether it is a court, as long as it is done in that manner and 
with the least amount of decisions or cases to go from one court to 
another for decision is what is of importance. 

I will continue my statement, then, and I believe I will reveal that 
particular point in my remarks as I go along. 

That such drug: here the prescription legend label provided in this 
measure, namely : “Caution : Federal law prohibits dispensing without 
prescription,” as viel as the reverse that drugs which are not danger- 
ous for use by lay persons the labels thereof shall bear proper diree- 
tions for use and such adequate cautions against use, in the interest 
of public health as experience and scientific knowledge may warrant. 

Why is it so unusual or inae on for Congress to delegate a sin- 
gle authoritative and controllable source to make such determinations, 
rather than leave it, as it is now, in the hands of some 1,400 manufac- 
turers, scattered all over the country, many of whom are irrespon- 
sible, fly-by-night, get-rich-quick persons, moving from one jurisdic- 
tion to another in an effort to continue to ply their r trade in de rogation 
of the public health and welfare. 

I maintain that the provision of S. 1186, providing for determination 
as to which drug may or may not be restricted to sale upon a pre- 
scription only, in a single source, such as the administrator of the law, 
with the restrictions and safeguards against capricious and discrim- 
inatory actions, as spelled out in subparagraph 5 of the bill, is a prac- 
tical, democratic and useful delegation of authority in order to carry 
out the intent of Congress, in the interest of the public; and as means 
of assisting those who serve the public. 

[submit that if you will examine closely the opponents’ assertions in 
this respect you will quickly realize the true import. That their 
argument in this respect is just another goblin i in an effort to defeat 
this measure for selfish reasons probably and not in the public interest. 
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Part 5 of my det ailed statement clearly disproves by corroborative 
evidence the opponents’ assertion to the effect that if determination 
of which drug may be restricted to sale upon prescription only be left 
to the administrator of the law, it will be detrimental to the retail 
druggists, in that some 30,000 drug items would be subject to capricious 
and discriminatory regulations by him; and as a consequence the 
retail druggists’ task will increase because of the need of checking 
which drug is or is not restricted to sale upon prescription only. This 
faulty and illogical conclusion, by the way, was adopted by the mem- 
bers of the minority of the House committee and made much ado of in 
the minority report of said committee. Just another bugaboo of the 
opponents, which I believe I have completely refuted in my detailed 
statement. Suffice it here to be said briefly that it is not so from experi- 
ence nor from a practical analysis of the provisions of this measure. 
I repeat here, in brief, what I said in my detailed statement, that if the 
manufacturers, the prime opponents of this measure, comply with the 
law and label their products honestly and adequately, the retail drug- 
gists and the publie will need only resort to the label for guidance. 

I submit further that if ina few isolated instances it becomes incum- 
bent upon the retail druggist, when in doubt, to check whether a given 
new drug is or is not restricted to sale upon a prescription only, I 
maintain in behalf of the vast majority of retail druggists that in such 
instances he will consider it little to undertake in the interest of the 
public health and safety. 

I further submit that in this respect, for the retail druggists, it is 
by far more desirable than the present condition of promiscuous, un- 
controlled, ambiguous, and confusing labeling practices indulged in by 
some 1,400 different manufacturers, and without the possibility of 
having the single source of information, nor the safeguards provided 
for by S. 1186. 

Part 6 of my detailed statement discusses briefly that part of 
1186 which is contained in subparagraph 5 thereof. In this respect I 

im proud to direct your attention to pages 33 and 34 of my detailed 
st! itement, which quotes the remarks of the Honorable Harold M. 
Stephens, chief judge of the United States Circuit Court of Appeals, 
who in his t testimony before the House committee completely cor- 
roborates my position with reference to the fact that a judicial review 
of an administrative ruling, under the Administrative Procedure Act 
and the several Supreme Court decisions, is a sufficient protection to 
litigants against arbitrary or capricious rulings of an administrator 
of any act. 

Gentlemen, IT hasten to conclude my remarks with the assertion I 
made in my detailed statement: namely, that it is significant that the 
proponents of S. 1186—the retail’ druggists of the country—do not 
for themselves seek any special privileges nor any exemptions. All 
they ask, as is simply provided in the bill, is that the present provisions 
of the Food, Drug, and Cosmetic Act, as far as it relates to the labeling 
requirements, be “modified, so as to promote uniformity of labeling, 
by providing for a single source of determination instead of some 
1:400 different uncontrollable sources, and generally enable the retail 
druggists to serve the public with medicaments more efficiently and 
more economically. 

S. 1186 has been conceived out of experience from the impact and 
actual problems encountered by the pharmacists of the country in 
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serving the public. The bill was introduced in the House by Congress- 
man Durham, and in the Senate by Senator Humphrey, both of whom 
are pharmacists. After study : and investigation they have recognized 
the problems and the public interest involved, and now sponsor this 
measure, 

Gentlemen, my condensed statement has been amended somewhat, 
and I will now read what is not printed in the distributed statement. 

briefly, the objectives sought to be accomplished by the enactment 
of this measure are— 

To validate oral prescriptions for so-called dangerous drugs of 
practitioners authorized by law to administer such drugs, when such 
oral prescriptions are promptly reduced to writing and filed by the 
pha urmacist. 

To permit refills of prescriptions for simple nondangerous drugs 
or sonnpounds without the prescriber’s authority. 

To permit refills of prescriptions calling for drugs which have 
been restricted to sale upon a doctor’s prescription, upon the pre- 
scriber’s written or oral authority, if such authority when oral is 
hae ie! reduced to writing and filled by the pharmac ist. 

To eliminate confusion and inconsistency in the labeling practices 
of. manufacturers distributing drugs which, because of their toxic ity 
or other potentiality for h: irmful effect ought to be restricted to sale 
upon the prescription of a practitioner authorized by law to administer 
such drugs. 

To enable the retail druggist to supply the public with medica- 


-ments, which are not restricted to sale upon a prescription only, by 


merely copying the directions for use of such drugs furnished by the 
manufacturers on the label, thereby relieving the druggist from the 
legal responsibilities for adequate labeling, which properly should 
be assumed and provided by the manufacturer 

The provisions of H. R. 3298 as adopted by the House adequately 
accomplishes the first three afore-mentioned objectives: namely, the 
handling of oral prescriptions and the refills of such prescriptions. 
In order to accomplish the fourth objective—namely, a uniform label- 
ing practice of drugs which ought to bear the caution that such drugs 
are restricted to sale upon a doctor’s prescription only—S. 1186, the 
companion bill to H. R, 8298, in subparagraph 1 (b) thereof provides 
a standard for determination, and that such determination be made 
by the administrator of the law. 

The House, when it deliberated the passage of H. R. 3298, met with 
opposition to that portion of the bill which provides for determination 
of which drug shall be restricted to sale upon a doctor’s prescription 
only, to be in the administrator, and consequently passed H. R. 3298 
by deleting that portion thereof, content that the proposed standard 
for determination provided in the bill is a sufficient safeguard for the 
protection of the public. 

To obviate further controversy before this committee, in this re- 
spect, the proponents of this measure will agree to the adoption of the 
House version of S. 1186 with the suggested amendments contained in 
the signed statement of the parties representing the industries affected. 

‘he suggested amendments contained in the signed statement will 
odequately also accomplish the fifth afore-mentioned objective : 


} 
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namely, lodge the responsibility for adequate labeling in the 
manufacturer. 

The proponents therefore earnestly hope that this committee will 
adopt H. R. 3298 as it passed the House and as amended by the sug- 
gested amendments contained in the signed statement which accom- 
panies my remarks, 

I want the record to show also that Mr. Warnack, the previous wit- 
ness on behalf of the National Association of Retail Druggists, concurs 
in my statement to the effect that the National Association of Retail 
Druggists, the proponents of this measure, have joined in this joint 
statement. 

A this time, I ask leave to introduce my photostatic exhibits and 
also the signed joint statement of the industry affected in this regard 
for insertion in the record. 

Senator Humpnrey. The joint statement and the photostats will be 
made a part of the record. 

(The documents referred to are as follow :) 


Re H. R. 3298, S. 1186. 


To THE MEMBERS OF THE COMMITTEE ON LABOR AND PUBLIC WELFARE OF THE 
UNITED STATES SENATE, 

The undersigned associations, each on behalf of its respective membership, 
hereby request that H. R. 3208, now pending before your committee, be amended 
as follows: 

(a) By placing a period after the word “sentence” in the nineteenth line, 
page 3, clause (b) (4), and striking out the following language beginning on 
line 19 and continuing through line 22: 


“or any other statement which represents or implies that the dispensing of the 
drug without the prescription of a licensed practitioner is prohibited.” 


(0b) By renumbering section 2 to read “Section 3,” and inserting the following 

new section 2: 
“That subsection (c) of section 303 of the Federal Food, Drug, and Cosmetic 
Act, as amended, is hereby amended by striking out the period at the end of 
clause (3) and inserting in lieu thereof a semicolon, and by inserting after clause 
(5) the following: or (4) for having violated section 301 (b), (c), or (k) by 
failure to comply with section 502 (f) in respect to an article received in inter- 
state commerce to which neither section 5083 (a) nor section 503 (b) (1) is 
applicable, if the delivery or proffered delivery was made in good faith and 
the label at the time thereof contained the same directions for use and warning 
statements as were contained on the label at the time of such receipt of such 
article.” 

It is further recommended that S. 1186 be amended so as to conform with 
H. R. 8298 as amended in the two particulars set forth above. 

We urge the favorable consideration of the foregoing amendments and trust 
that, as so amended, these bills will be reported favorably by your committee 
and will be adopted by the Senate and by the conference committee. 

Should it be determined to hold hearings on these bills, we would appreciate 
the opportunity of appearing. 

Dated this 7th day of September 1951. 

Respectfully submitted. 

NATIONAL ASSOCIATION OF RETAIL DRUGGISTs, 
By: J. W. DOYANT, Secretary. 
AMERICAN DruG MANUFACTURERS ASSOCIATION, 
By: Kari BAMBACH. 
AMERICAN PHARMACEUTICAL MANUFACTURERS’ ASSOCIATION, 
By: J. O'NEILL CLoss. 
THE PROPRIETARY ASSOCIATION 
By: FREDERICK J. CULLEN, M. D. 








Oo 





AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 7d 


Senator Humpurey. I want you to explain to me what this agree- 
ment is that you have entered into. I have before me what I believe is 
a photostatic copy of a memorandum entitled “To the Members of the 
Committee on Labor and Public Welfare of the United States Senate, 
Re H. R. 3298 and S. 1186.” 

It starts out by saying: 

The undersigned associations, each on behalf of its respective membership, 

hereby request that H. R. 3298, now pending before your Comiittee, be amended 
as follows: 
The agreement is signed by the National Association of Retail Drug- 
gists, the American Drue Manufacturers Association, the American 
Pharmaceutical Manufacturers’ Association, and the Proprietary 
Association. 

I take it this is the document to which you refer? 

Mr. Watter. That is the document 1 wish to introduce. 

Senator Humpeurey. And this document contains a compromise on 
the listing section ¢ 

Mr. Water. That is correct, sir. 

I do not want it understood that th: at is an agreement, Senator. 

Senator Humrnrey. What is that? 

Mr. Watter. I do not want it understood as an agreement. I want 
it understood as a joint statement to this committee by the parties 
affected by this bill to the effect that, if this committee considers what 
we have said so far with reference to S. 1156 and finds that these sug- 
gested amendments are acceptable, all of us are of the opinion that all 
of the objectives are accomplished and would have been accomplished 
if these amendments are adopted. 

Senator Humpnrey. Now, let us see if they really do what you say. 

Mr. Waiter. I might read it to you and give you my version of it. 

Senator Humpurey. First, let me ask you a question. 

Mr. Water. Yes, sir. 

Senator Humpurey. What do you call this document ? 

Mr. Water. A joint statement. 

Senator Humprurey. Does this joint statement meet the criticisms 
which you have made of the existing law as to the failure to have 
uniform labeling ? 

Mr. Water. It does not altogether, Senator. 

Senator Humrnrey. How much does it? 

Mr. Water. It does to this extent: There is a question as to the 
adequacy of labeling. The lack of that adequacy has always caused 
trouble to the retail dr uggists. 

So, we have provided an amendment in this joint statement, which 
amendment amends section 303 of the Federal Food, Drug, and Cos- 
metic Act, which provides, among other things, an additional section 
which reads as follows: 
or (4) for having violated section 301 (b), (c) or (k). 


In other words, this section has to do with exemption from prosecu- 
tion for violation of certain sections of the act. 
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One is that if you have a warranty that the product is properly 
labeled, and if it is so, the druggist is not subject to prosecution for it. 
No. 4, then, will provide a new section which will read as follows: 
or (4) for having violated section 301 (b), (¢c), or (k) by failure to comply 
with section 502 (f) in respect to an article received in interstate Commerce to 
which neither section 503 (a) nor section 508 (b) (1) is applicable, if the de- 
livery or proffered delivery was made in good faith and the label at the time 
thereof contained the same directions for use and warning statements as were 

contained on the label at the time of such receipt of such article. 

Senator Humpiurry. Well, now, Mr. Waller, you are a very ac- 
complished attorney. As a man who has engaged in polities, Tam 
supposed to be somewhat accustomed to some confusion. 

But will you tell me just what this means? 

Mr. Watier. Yes,sir. I intend to do that now. 

Here is what this does. There is a lack of uniformity in labeling. 
This bill as it passed the House will definitely divide the drugs that 
must have the legend from those drugs which must have adequate 
directions. 

Senator Humrurey. Now, where do you find that in the bill as 
passed by the House? I merely want vou to document that for the 
record. 

Mr. Wauuier. The bill as is, with the exception of who should deter- 
mine that, is what passed the House. 

Senator Humrpnrey. All Bem 

Mr. Wauter. Therefore, the bill states that because of toxicity or 
whatever the legend is for, whatever the standard is, the drug must 
have a caution label if it is to be used for prescription ity at it speci- 
fies and spells out the caution. Therefore, there will be a division of the 
drugs which ought to have a prescription legend and the drugs which 
ought to have the directions for use. 

Senator Humrnrey. Now, that definition of a prescription drug 
is in the House bill? 

Mr. WaAtter. That is right. 

Senator Humpnurey. And it is on that definition that you base 
the differentiation ? 

Mr. Water. Between these two classes; that is correct. What it 
lacks is what S. 1186 gives it; namely, a source of determination. It 
lacks that. 

Senator Humpnrey. It is like an army without a general at this 
stage ¢ 

Mr. Watirr. That is correct, 

So, I am giving you uneliiciae’ to dilute that possibility by saying 
this to you: Give the public the right to ask for such drugs which have 
directiOns, and let the directions be furnished by those who should 
fornish them: namely, the manufacturer. By the same token, I say 
to you: Let the druggist sell that and copy those directions. Tf he 
does that in good faith, he should not be held liable for improper and 
inadequate directions. 

Senator Humpnrey. Well, now, as I gather it, the druggists are 
pretty well taken care of. 

Mr. Water. That is correct, s 

Senator Humenrey. How about the public? Is the public taken 
care of by the requirement that the manufacturer provide one of two 
things on each label, either a legend because the drug is a preseription 
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drug, or adequate directions if it is a drug which may be sold over the 
counter ¢ 

Mr. Water. That is right, sir. 

Senator Humpurery. But who determines whether it is a legend 
drug or not ¢ 

Mr. Wauier. The manufacturer himself. 

Senator Humpnueey. Is that not what you have now ‘ 

Mr. Water. That is what we have now. 

Senator Humpurey. What have you done, then, to improve it / 

Mr. Water. I have done nothing to improve that condition. But, 
as I said, in my statement, to obviate the possible controversy which 
has to do with what you said awhile ago—that is, giving any one 
person authority to rule and regulate and tell them what drugs should 
be or should not be legend drugs—we think we ought to leave it for 
the time being, let us say, having accomplished the other things for 
the public as far as reducing the costs of medication is concerned. 

In other words, we say to you, Senator, let us give the manutac- 
turers another opportunity to elean their own house. 

Senator Humrueery. In other words, what you are saying is that 
the way vou have alleviated the controversy is to remove the area of 
controversy. 

Mr. Water. As much as possible. 

Senator Humpnrey. That is a good way to alleviate any possible 
controversy. 

That is what my wife always wants me to do—just give up. She 
is right. I am speaking figuratively and of all men, I might say. 
That is the way we win our arguments. We remove the area of 
controversy. 

So, what you have done here is this: You have agreed that what 
you have already testified to as being bad is still bad, but something 
else has been put forward as being worse, and so the solution is to 
take the prime actor out of it. 

In other words, we do not like the play, and the reason we do not 
like the play is because of the actors. So that the way we get to 
like the play is that we take the actors out, and, therefore, we have no 
play. 

Am I being unkind ? 

Mr. Water. You are unkind somewhat. 

Senator Humpurey. I do not want to be. 

Mr. Watier. You are unkind somewhat to this extent: I am giving 
you my experience, and I know you have had the same experience 
as far as being behind the prescription counter is concerned. 

»We have at all times left the classifying of drugs to the manu- 
facturer. They have done a bad job. I have said so in my lengthy 
statement and in my condensed statement. We have accomplished 
quite a bit as far as the public is concerned by permitting oral pre- 
scriptions. We have accomplished quite a bit by enacting a regula- 
tion into law which gives them a standard. It provides a standard 
for them. 

Senator Humepnrey. I think that is an accomplishment. 

Mr. Wanrer. Now, you have a standard for them to follow. 

If they do not follow the standard, it would be just as if anyone 
were permitted to sell narcotics. They have a standard; they have a 
law to follow. 
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Now, the question is: Will they follow it? I maintain, as you have 
said, that most of them are legitimate, and that they will follow it. 
Those that are illegitimate, those that are fly by night, you may never 

catch up with no matter what law you pass. 

So I say to you that here is a way out of the whole thing without 
the need of having a lot of controversy, with the hope that they 
will place a halo around themselves so that we will not have to come 
to you in a few years from now. 

Senator Humrnrey. I am only directing these rather pointed ques- 
tions to you—and I hope they are not caustic questions, because that 
is not the purpose—to clarify what kind of bargain is being made. 

Now, of course, this does not control any “members of this com- 
mittee at all. We are very interested in whatever proposals you ad- 
vance. 

You see, you have made a very persuasive case thus far. We have 
only heard the proponents of the bill. It is always persuasive up to 
that point where some of the evils that now exist and some of the 
inadequacies of the present law are explained. 

Now, you point up very appropriately a matter which, F think, is 
common knowledge, namely, that the area of controversy in this bill 
is with re na rence to the authority to list prescription or legend drugs. 
That has been attacked as bureaucratic interference with the free prac- 
tice of the manufacturers. It means ultimately, it is at least alleged, 
Government supervision and control of the whole drug-manufactur ing 
industry. 

Now, that is the fight. That is the arena. 

Now, we have also had a good deal of testimony that there are a 
number of safeguards provided in S. 1186 and in the original House 
bill that would prevent any capricious or discriminatory action. In 
fact, we have incorpor: ated in this bill the Administrative Procedure 
Act procedures, plus review in the courts of appeal, to give a quick, 
judicial determination. 

You feel that the House proposal will give you a standard at least 
by incorporating into proposed statutory law the definition of a 
prescription drug? 

Mr. Water. That is right. 

Senator Humpnrey. We will talk about the refill business after a 
while. There does not seem to be very much controversy as between 
the opponents and the proponents and maybe the committee on that 
item. 

Mr. Watter. That is right. 

Senator Humpurey. Now, what you propose is to remove the vil- 
lain, so to speak, namely, the Administrator’s problem to list preserip- 
tion legend drugs. 

Mr. Water. Senator, it not only gives us the standard that we must 
follow, but it also provides, in section 4, what the legend ought to be. 
If it is not. the kind of drug that ought to have the legend, it is mis- 
branded if it does not contain proper directions. 

Senator Humpnrey. And therefore the manufacturer is subject to 
the penalty of misbranding ¢ 

Mr. Water. That is correct, sir. Because of that, I say that we 
have accomplished a lot on behalf of the public and on behalf of those 
who serve the public in this respect. 
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If we can avoid a controversy which might possibly stymie the whole 
thing, we would like to offer this suggestion, after much deliberation. 
It is not just an overnight affair. We would like to offer it for your 
consideration. 

Senator Humpnrey. I think it is well that you have gone into this. 

Mr. Warr. We have studied every word and every comma and 
everything else, and we think we ought to have it for the good of the 
public. 

Senator Humrnrey. In other words, it is your feeling if 1 may just 
state this in layman’s language, that what was done at the House 
hearings and what you will undoubtedly do in these hearings is to 
have sort of an exposé of the sins of the profession and the inade- 
quacies of existing law. After we have done that and have found out 
just where the blame lies or rests, we are to end up with a nice spiritual 
admonition to the culprits and say, “Now, we are going to put an 
admonition in the law, and we are also going to put certain standards 
into the law.” Of course, we are not going to have any policemen to 
enforce those standards, so to speak, but we are going to rely now upon 
the good nature and the reconstructed individual, the man reborn, to 
live the good life. 

Is that what you are saying? 

Mr. Watuer. Not exactly that. 

Senator Humpnrey. Well, maybe not exactly. 

Mr. Water. Not exactly. I say this to you: You have clarified the 
provisions of the present law so that you have avoided much confu- 
sion. Because of that, you have made it possible for people who are 
subject to it to comply with it. It need not be necessarily that you 
have to have policemen in the back of every door or at the front of 
every door. Now, if you don’t follow, the Administrator will go after 
you on it. 

Of course, we have brought up a condition and they will come to 
realize that condition, and I think they are going to remedy that con- 
dition. If they do not, Senator, we may have to come back to you 
again. 

Senator Humpurey. I appreciate this constructive effort that has 
been made. I am just dubious as to its quality; that is all. 

Now, you are in a very ticklish area when you get into this matter 
of Government regulation of prescription legend drugs. I recognize 
that. My own feeling i is this—I am not saying that this is my final 
considered judgment, ‘but just for the purposes of discussion- maybe 
this listing provision ought to be held in abeyance until we have time 
to examine it thor oughly on its merits. 

What I have often worried about is that when we take conciliatory 
steps, take what is justly termed a compromised arrangement, we often 
find out that we have only muddied up the waters more than they were 
before. 

Now, I am not saying that your proposal does that. I have no 
reason to make that statement nor do I want to be so interpreted. 
I just want to be sure that if a proposal comes forth from the pro- 
ponents of the bill for a conciliatory amendment that we do make 
progress. I recognize that you do not gain the millenium overnight. 
You do not even ‘get the kind of solid advance that you would like to 
make in most areas. 
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But does this, in your mind, make a sizable advance in terms of 
clarifying the responsibilities of the druggist and does it make an 
advance in terms of encouraging uniformity of labeling, placing the 
responsibility on the manufacturers? Finally, does it vest in the Ad- 
ministrator the authority properly to enforce this for the protection 
of the public? 

Mr. Watxer. In my opinion, it does that, Senator. 

Senator Humprey. All right. 

Mr. Wacuer. At this time I want to introduce another statement. 

Senator Humpnrey. May I interrupt to ask you this: The House 
bill left out of the definition of so-called dangerous-prescription- 
drugs the word “efficacious” which I think was in the definition pro- 
posed by the House committee. 

Mr. Wauier. That is right, sir. 

Senator Humpurey. I have had some talks with the Food and 
Drug people about that. 

What is your opinion? Do you think such a test ought to be in 
the bill? 

Mr. Wauier. We believe that it ought to be, but then, again, it 
would bring about a long controversy which I believe will not ac- 
complish much. We would rather have it in, because it gives the 
Administrator greater area in which to control the miscellaneous 
labeling of products. 

Senator HlumMpnrey. Well, now, for example, I recall that at the 
prescription counter we used to have sugar and milk pills for the 
hypochondriac who figured that he ought to have a prescription every 
day. It was safe but it was not very efficacious. 

Do you not think the word “efficacious” has something to do with 
proper labeling ? 

Mr. Water. It does have, Senator. We have that in the original 
bill, and we discussed the effect of it pro and con. Few drugs will 
be in that particular zone. Also the word “unsafe” means efficacious 
to this extent: that if it is unsafe it does no good and, therefore, if 
it does no good it is already unsafe. 

Senator Humpurey. That is a reverse gear approach to it. 

Mr. Wauxer. That is right. 

Senator Humpnurey. That is very persuasive. 

Mr. Water. That is a problem for the committee to consider. 
We have no recommendation to make for or against it. 

Senator Humpurey. I want to say, Mr. Waller, that I appreciate 
your desire to remove all controversy from this bill. 

It is very difficult to get any bill as to which there is a lack of 
controversy, particularly in these days. 

Mr. Water. I believe that probably the Administrator’s repre- 
sentative could tell you more about that word and how it affects them 
in their endorsement. The word “efficacious” will have to do with 
enforcement of the act. They could tell you more about it, except 
that, as I said a little while ago, if we can get a bill which would give 
the public as much as we think this gives them, I think we ought to 
have it. 

Senator HuMPHREY. Now, you also propose striking out the follow- 
ing language—— 


Mr. Wauuer. Yes, sil 
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Senator Humrurey. | want to get your thought on this. The lan- 
guage is as follows: 
or any other statement which represents or implies that the dispensing of the 
drug without the prescription of a licensed practitioner is prohibited. 

Mr. Water. I am of the opinion that that statement at the end of 
section 4 merely strengthens the previous language but, in effect, it 
need not be there because if it is a legend drug it will have to have 
this legend statement. If it is not, it has to have the directions for use. 

That is on page 3, I believe. 

Senator Humpurey. Yes. 

The reason I have brought that up is this: I have thought about 
this particular bottle that we have here, this bottle of quinidine sul- 
fate. There is no prescription legend on this bottle, but there is like- 
wise no dosage on the bottle. It says that it is to be used for the 
treatment of cardiac disorders or malaria, just mild cardiac disorders 
or malaria. 

Under the treatment it says— 

Important. If its use causes deafness, skin rash, gastrointestinal disturbances 
a physician should be consulted immediately. 

Mr. Wauuer. That is right. 

Senator Humpurey. While that is not a prescription legend, I do 
not think that a man would start to sell pills out of that bottle without 
thinking that he ought to have a prescription. 

Mr. Wauirr. That would be left up to the professional knowledge 
and ethics of the pharmacist. It has to be left up to him. It is not 
intended for this bill to take away the right of the pharmacist to 
use his knowledge. 

Senator Humpurey. I would like to read the admonition that you 
have here. It states: 

Paragraph 1 of this subsection shall not apply and a drug shall not be deemed 
to be misbranded- 
now this would be a drug to which paragraph 1 does not apply be- 

‘ause it is not a drug containing a prescription legend— 
if at any time prior to dispensing its label bears the caution statement quoted 
in the preceding sentence or any other statement which represents or implies that 
the dispensing of the drug without the prescription of a licensed practitioner is 
prohibited. 

Mr. Waiter. That is right, sir. What it says is no more than that 
if it is a legend drug it must have a legend, and if it is not a legend 
drug it must have adequate directions. That follows, Senator, as a 
matter of course. 

Senator Humpurey. This does not have a legend and it does not 
have the directions. 

Mr. Water. All right, sir. If it isa drug that must have a legend, 
it is misbranded. 

Senator Humpurey. But if it isa drug that does not meet the legend 
standards, is it misbranded ¢ 

Mr. Water. No, sir; because adequate directions can be had on it. 

Senator Humpurey. I am talking now about this particular com- 
modity as itisnow. There are no directions upon it. 

Mr. Water. Under the definition of this proviso, it would be mis- 
branded. It is misbranded because it does not have a legend because it 
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should have a legend. If it does not have adequate directions, it is 
misbranded anyhow. 

Senator Humpurey. I see. 

Mr. Water. So it is misbranded, whichever way you look at it. 

Senator Humpurey. I want to question the Food and Drug people 
about this. 

Mr. Water. That might be desirable, sir. 

Senator Humpurey. I am not saying that the statement in ques- 
tion needs to be in the bill, but apparently it has real purpose. 

Mr. Water. It has the purpose of accomplishing more certainty, 
but we believe that it may have a further complicating effect on the 
labeling with which I am not familiar. 

Senator Humpurey. If, as proposed in your joint statement, we 
are going to take away the authority of the Administrator to list the 
drugs, we ought to get language in the bill that will give real power 
and protection. 

Mr. Waiter. I am in agreement with that, sir. 

Senator Humrenrey. I am somewhat worried by the fact that under 
your proposal, in eliminating this listing function and power of the 
Administrator, you are also weakening the law by taking out a few 
other things. I do not think we should try to do that. 

Mr. Watter. That is for your consideration, sir. 

Senator Humpurey. | would want to look into that pretty criti- 
cally. 

I think that will be all unless you have something further. 
(Mr. Waller’s detailed statement filed for the record follows :) 


WALLER, LEGAL COUNSEL FOR THE NATIONAL ASSOCIATION 
OF RETAIL DRUGGISTS 
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Mr. Chairman and gentlemen of the Senate Committee on Labor and Public 
Welfare, my name is Herman 8. Waller, of the law firm of Waller & Waller. I 
am a registered pharmacist and a member of the Illinois and Florida bars, with 
offices at 82 West Randolph Street, Chicago, Ill. I represent the National Asso- 
ciation of Retail Druggists, the proponents of 8S. 1186, to which association J 
shall hereafter refer to as the NARD. 

The NARD represents the Nation’s retail drug-store owners exclusively, with 
an active membership of some 35,000 of the 50,000 independent retail drug: 
store owners, and by affiliation with State and city pharmaceutical associations, 
embraces a representation of almost every drug-store owner in the United States. 

In their behalf, I respectfully desire to direct your attention first to the diffi- 
culties and the problems the retail druggists encounter in serving the public with 
medicaments under the present provisions of the Federal Food, Drug, and 
Cosmetic Act, and the regulations thereunder; and secondly why and how 8S. 1186, 
introduced by Senator Hubert H. Humphrey of Minnesota, with a similar measure 
introduced by Representative Carl T. Durham of North Carolina, H. R. 3298, 
now commonly known as the Durham-Humphbhrey bill, seeks to amend section 
508 (b) of the Federal Food, Drug, and Cosmetie Act in an effort to obviate certain 
existing problems and thereby enable the country’s retail druggists to serve the 
public with medicaments, more conveniently, more efficiently, and more 
economically. 

Section 508 (b) of the act presently provides certain specific exemptions from 
the labeling requirements of section 502, when the sale of a drug or device is made 
upon the authority of a written prescription of a physician, dentist, or veterinar- 
jan and is in words and figures as follows: 

“A drug dispensed on a written prescription signed by a physician, dentist, or 
veterinarian, * * *_ shall if 

“(1) Such physician, dentist, or veterinarian is licensed by law to admin- 
ister such drug, and 

(2) Such drug bears a label containing the name and place of the dis- 
penser, the serial number and date of such prescription, and the name of 
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such physician, dentist, or veterinarian, be exempt from the requirements of 
section 502 (b) and (e), and (in case such prescription is marked by the 
writer thereof as not refillable, or its refilling is prohibited by law) of 
section 502 (d).” 

Under this section of the act, the Food and Drug Commissioner, some 3 years 
ago, announced that under the law as it is now written, the exemption from the 
labeling requirements as it may apply to the sale of any type of drug upon a 
prescription, applies only to written prescriptions, and to such prescription refills 
which were specifically authorized in the original prescription, or unless the refill 
of such a prescription was again authorized in writing by the physician; so that 
an unauthorized refill of a prescription is in fact and in logic, a sale of the drug 
or drugs over the counter and constitutes a misbranding under the act, unless 
the druggist has fully complied with all of the labeling requirements of the act, 
as is provided in section 502, subsections A to L, both inclusive. 

In everyday practice—in the drug store—here is what this provision of the 
act, and the Commissioner's announced policy thereunder means. * * * 
When a doctor desires to prescribe, let’s say, aspirin—sodium salicylate—syrup 
of white pine tar, or for that matter any other drug, no matter how simple or 
how potent, he must write a prescription for the medicinal, and the refill of 
such a prescription, unless it is also in writing by the prescriber, constitutes a 
violation of the present law and the druggist is subjected to a possible penalty 
of a $1,000 fine or a year in jail, or both, unless he has fully complied with all 
the labeling requirements as outlined by section 502, subsections A to L. 

To explain to you further the practical implications of the present provisions 
of the law and the regulations thereunder, as far as they relate to the com- 
pounding of prescriptions—let us suppose a situation, which is a frequent occur- 
rence, where, a doctor is called to a house where the mother is alone with a sick 
child. The doctor’s prescription for whatever type of drug, and no matter how 
urgent, must be in writing before the druggist may fill or refill it. In other 
words, a druggist, under the present law, may not fill an oral prescription tele- 
phoned in by the physician for immediate delivery—leaving the sick in need— 
to wait until the mother can get someone to go with the written prescription to 
the drug store. 

Such situations, often result in a great hardship to the sick, plus the added 
costs and inconvenience in obtaining medical care. None of the opponents of 
S. 1186, as gleaned from the statements presented by them at the House hearings, 
objected to that part of S. 1186 contained in subparagraph 1 (c), lines 14 to 24, 
thereof on page 2, which in effect briefly provides that a doctor’s prescription, 
whether written or oral may be filled or refilled, with the proviso, however, that 
if the prescription called for a drug which is by law restricted to sale upon a 
doctor's prescription only, the drugs may be dispensed only upon the written or 
oral authority of a practitioner licensed by law to administer such drugs, and 
if such authority is oral it shall be promptly reduced to writing and filed by 
the pharmacist. 

S. 1186 will permit a physician and a pharmacist to dispense any drug, except 
a narcotic, whether the doctor prescribed the drugs orally or in writing, except 
that under S. 1186, if the prescription calls for a restricted drug, the oral 
authority must be promptly reduced to writing and filed by the pharmacist. 
Such was the practice prior to the enactment of the Food, Drug, and Cosmetic 
Act. 

Further analysis of the opponent's position before the House committee which 
considered a similar measure, will clearly show that the controversial part of 
S. 1186 seems to lie in that part thereof which is identified by subsections 1 (a), 
(b), and (¢c), commencing with lines 4 of page 1 and ending with line 13 on 
page 2. Briefly stated, it provides for three categories of drugs, which in the 
interest of public health should be dispensed on prescription to be used only 
after professional diagnosis by, or under the supervision of, a practitioner 
licensed by law to administer such drugs. 

The three categories of drugs which 8S. 1186 so restricts are— 

(a) Habit-forming drugs to which section 502 (d) applies to drugs as 
barbiturates, chloral, the narcotics and others which after investigation, the 
administrator finds to be of the type that may lead to addiction. 

(b) A drug which because of its toxicity or other potentiality for harm- 
ful effect, or the method of its use, has been determined by the Adminis- 
trator, on the basis of opinions generally held among experts qualified by 
scientific training and experience to evaluate the safety and efficacy of 
such drugs, to be safe and efficacious for use only after professional diag- 
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nosis, by, or under the supervision of, a practitioner licensed by law to 
administer such drug, with the further proviso that such determination by 
the administrator shall be subject to a review as provided in subparagraph 
(5) of S. 1186, and may include such drugs as thyroid, benzedrine, the 
sulfa drugs, and others. 

(ec) Drugs which are limited by an effective application under section 
505 of the present act to use only under the professional supervision of 
a practitioner licensed by law to administer such drugs, such as antibiotics 
and others. 

The opponents of S. 1186 object to every restriction on labeling of drugs other 
than those which they themselves restrict promiscuously and inconsistently 
under the present prescription legend label regulation. We believe that, out of 
propriety, none of them will, or conscientiously can, objeet to the labeling restric- 
tions provided for in eategories 1 and 3. The controversial part of S. 1186, 
therefore, further narrows down to the provision which is characterized by sub- 
paragraph 1 (b) which commences on line 7 of page 1 and ends with line 10 
on page 2 which provides that— 

“A drug intended for use by man which * * * Beeause of its toxicity 
or other potentiality for harmful effect, or the method of its use, or the 
collateral measures necessary to its use, has been determined by the Admin- 
istrator, on the basis of opinions generally held among experts qualified by 
scientific training and experience to evaluate the safety and efficacy of such 
drug (and, where a public hearing is required by paragraph (5), on the 
basis of evidence adduced at such hearing by such experts), to be safe and 
efficacious for use only after professional diagnosis by, or under the super- 
vision of, a practitioner licensed by law to administer such drug.” 

Gentlemen, so that you may know the source of the opposition and the prob- 
lems this provision of 8S. 1186 seeks to correct, I direct your attention to section 
502 (f) therein. It is provided that a shipment or other delivery of a drug or 
device in interstate commerce by a manufacturer or distributor of such drug or 
device shall be exempt from the requirements of adequate labeling. Adequate 
labeling includes direction for use or warnings against use, if the label bears the 
so-called prescription legend, which in words and figures reads as follows: 

“Caution: To be dispensed only by or on the prescription of a physician, 
dentist, or veterinarian, or otherwise used only for manufacturing purposes.” 

In effect and in practice, here is what this prescription legend regulation 
brought about: Manufacturers, large and small, distributing any kind of a drug, 
no matter how simple or how potent, for any reason or none, promiscuously label 
their products with the prescription legend, whereby relieving themselves from 
the liability of proper and adequate labeling as is required by the act. Thus, 
they pass this liability and burden onto the retail druggist. By this process of 
uncontrolled and promiscuous use of the prescription legend label, many simple 
drugs are restricted to sale toa physiciah’s prescription only with the consequent 
result of increased costs of medical care, considerable confusion among the retail 
druggists because identical products come from different manufacturers with 
and without the prescription legend restrictions; the result is that no one really 
knows when or which drug is or is not a legally and scientifically restricted 
drug, properly limited to the sale on a physician’s prescription only. 

This varied and confusing practice of labeling not only has resulted in a grow- 
ing unfair competitive problem among the retail druggists, but it also has brought 
about an undeserving disrepute of the pharmaceutical profession, in that pharma- 
cists are and can, under the law as now interpreted, be branded criminals, if 
they break an inconsistent and unreasonable restrictive prescription legend label 
and sell such a drug, no matter how simple or how potent, without first comply- 
ing in every respect with the labeling requirements of the act. Moreover, this 
uncontrolled and unjustifiable restrictive method of labeling confuse, incon- 
venience, and harass the public, as well as impede the medical and pharmac >u- 
tical professions in their efforts to serve the public effectively and economically. 

So that you may better visualize the druggist’s problem in his effort to serve 
the public in the sale of medicaments permit me to illustrate more graphically 
to you their difficulties ; I direct your attention to the 30 photostatie exhibits of 
promiscuous, unreasonable, and confusing labels which are made possible by the 
present unrestricted and uncontrolled prescription legend labeling practices: 

Exhibit 1. Consisting of two labels of different manufacturers, covers the label- 
ing of a sulfur ointment compound. One of the two labels contains the prescrip- 
tion legend, thereby restricting the sale of the product upon a physieian’s pre- 
scription only. The other label, although the product contains a larger percent- 
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age of sulfur, does not have the prescription legend, thereby permitting its sale 
over the counter without a physician’s prescription. : 

Exhibit 2. Consisting of four labels of different manufacturers, Covers the label- 
ing of paregoric. Two labels of the group give directions for use, with proper 
warnings against use and contain no prescription legend restriction, permitting 
the sale of this common household remedy, without a physician’s prescription. 
However, one of the four labels in the group covering the same product, while 
it contains directions for use and proper warnings against use, is further spe- 
cifically restricted by the prescription legend to sale only by or on the prescrip- 
tion of a physician, while the fourth label in this group covering the same product 
restricts its sale to professional and manufacturing use only. 

Exhibit 8. Consisting of two labels of different manufacturers, covers the label- 
ing of sodium salicylate, a common and frequently used drug for various types of 
pain. One of the labels has the prescription legend, while the other has not. A 
druggist stocking this product of one manufacturer who labels it without the pre- 
scription legend could sell it without a physician's prescription, while another 
druggist, or even the same druggist, having the product of the manufacturer 
which labeled it with the prescription legend could not sell it without a phy- 
sician’s prescription. 

Exhibit 4. Consisting of four labels of different manufacturers, covers the label- 
ing of elixir of iron, quinine, and strychnine, N. F., an old and frequently used 
remedy as a general tonic. Three of the labels in the group contain directions 
for use and certain cautions against use. while the fourth label omits the diree- 
tions and cautions, but restricts its sale, by the prescription legend, to, by, or on 
the prescription of a physician or veterinarian. 

Exhibit 5. Consisting of four labels of different manufacturers covers the 
labeling of elixir terpin hydrate with codeine N. F. an exempt narcotic prepara- 
tion commonly known and frequently used for the relief of a cough. Two labels 
of the group prescribe directions for use and warnings against use, thus per- 
mitting the sale of this product without a physician's prescription. One label in 
the series while it furnishes directions and warnings, nevertheless also restricts 
its sale upon a physician's prescription only. The fourth label in the sroup limits 
the sale of this product “to professional and manufacturing use only.” 

Exhibits 6 and 7. Consisting of four labels of different manufacturers. covers 
the labeling of elixir of three bromides N. F. a compound frequently used as a 
sedative. Two labels in the froup provide directions for use and warnings 
against use permitting the sale of this product without a prescription. The 
other two labels contain the prescription legend, thereby limiting the same prod- 
uct to sale upon a prescription only. 

Exhibit 8. Consisting of three labels of different 
labeling of tincture of belladonna, U 
Two labels in the froup, althou 


manufacturers covers the 
-S. P., frequently used by sufferers of colitis. 
gh providing directions and warnings. also contain 
the prescription legend restriction, while the third label, with directions and 
warnings, limits the distribution of this product for professional and manufac 
turing use only 

Exhibit 9. Consisting of two lnbels of different manufacturers covers the label 
ing of sulfadiazine tablets, both the same strength, a drug seneraliy considered 
as dangerous when used promiscuously without the professional diagnosis or 
supervision of a practitioner licensed by law, yet one label properly restricts its 
sale by or upon the prescription of a physician, while the other label does not. 

Exhibit 10. Consisting of three labels of different manufacturers, covers the 
labeling of elixir phenobarbitol U. s. P., a compound generally regarded, and by 
section 502 (d) of the net specifically listed, as a habit-forming product. Two 
of the labels in the eroup provide the caution contained in the act, and properly 
further provide the legend ré striction, while the third label restricts the sale of 
this product to professional and manufacturing use only. 

Exhibit 11. Consisting of two labels of different manufacturers, covers the 
labeling of lead and opium wash N. F., a preparation frequently used externally 
as an astringent. One label has directions for use and warnings against use: 
the other label likewise has some directions for use, but it limits its sale, by 
the prescription legend, to a physician's prescription, 

Exhibit 12. Consisting of three labels of different manufacturers, covers the 
labeling of a preparation commonly known as cocillana compound frequently 
used for a cough. Two labels in the group give directions for use, but restrict 
the sale by the prescription legend. The third label furnishes directions and 
warnings without the prescription levend., 

Exhibit 12. Consisting of two labels of different mi: 


inufacturers, covers the 
labeling of different products, the formula 


of each contains a drug specitically 
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listed in section 502 (d). Both labels contain directions for use, the required 
warnings—yet both labels also contain the prescription legend restriction. 

Exhibit 14. Consisting of two labels of different manufacturers, covers the 
labeling of digitoxin tablets, both the same strength. One label contains the pre- 
scription legend restriction, while the other gives directions and warnings, per- 
mitting it to be sold without a physician’s prescription. 

Exhibits 15, 16, and 17. Consisting of three labels of different manufacturers 
covers the labeling of so-called male hormone tablets, the chief ingredient of 
which is methyl-testosterone. The labels of these products give directions for 
use and are said to be sold exclusively by mail; yet the sale of the same drug 
in drug stores is properly restricted by the prescription legend to sales upon a 
physician’s prescription only. 

Exhibit 18. Consists of a label which covers the labeling of culcium carbonate 
U.S. P. commonly known as chalk, yet it contains the prescription legend as well 
as the further restriction that it be used also only for manufacturing purposes. 

Exhibit 19. Consisting of seven labels of different manufacturers covers the 
labeling of various products showing particularly the indiscriminate and con- 
fusing use of the prescription legend restriction. One label in the group limits 
the sale of soda mint tablets, a commonly known antiacid consisting of baking 
soda and oil of peppermint, to the directions of a physician. 

Exhibit 20. Consisting of four labels of different manufacturers, covers the 
labeling of zine oxide, charcoal, magnesium oxide, and elixir peptenzyme. Each 
of the labels has the prescription legend restriction, which unnecessarily and 
without reason limits the sale of these simple and commonly known drugs upon 
the prescription of a physician only. The label which covers the product of 
elixir peptenzyme is of particular interest The product is described to be 
a delightfully aromatized preparation,, valuable for disguising the taste of 
unpleasant drugs, yet has the caution, “To be dispensed only by or on the 
prescription of a physician.” 

Exhibit 21. Consisting of three labels covering the labeling of acid ace- 
tyisalicylie commonly Known as aspirin aluminum and potassium sulfate, com- 
monly known as alum; and calamine, a common household remedy. Each of 
these Inbels bears the legend, “Caution: To be dispensed only by or on the 
prescription of a physician, or veterinarian, or otherwise used only for manu- 
facturing purposes.” <A restriction which unnecessarily and without reason 
limits the sale of these simple and commonly known drugs upon the prescription 
of a physician only. 

Exhibit 22. Lists some 20 items of various types of drugs which bear the 
prescription legend restricting unnecessarily the sale of such drugs upon pre- 
scription only. Many of the listed products are commonly Known household 
remedies, which have heretofore contained directions for use and sold over the 
counter without a doctor’s prescription. 

Exhibit 23. Likewise contains a list of some 21 drug items each of which 
is labeled with a prescription legend without reason, thereby restricting the sale 
of these drugs only upon the prescription of a physician. 

Exhibit 24. Consists of two labels of different manufacturers, covering similar 
formulas of a compound used for a cold, yet one is labeled with the prescription 
legend while the other contains full directions for use. One must be sold on 
a prescription only, while the other may be freely sold over the counter. 

Exhibits 25 and 26. Shows the labeling of pancrobilin and elixir peptic 
enzyme products well adapted to be used upon directions, yet the labels unnec 
essarily restrict these items to sale upon a doctor’s prescription only, by the 
prescription legend 

Exhibit 27. Shows two labels of different manufacturers covering similar 
formulas, yet one is restricted to sale upon a doctor’s prescription while the 
other bears directions for use and may be freely dispensed over the counter 
upon request or recommendation by the pharmacist. 

Exhibit 28. Contains two labels of a stilbestrol compound, a product which 
ought to bear the prescription legend. Yet one label does not bear the legend, 
nor directions confusing the pharmacist as to which is the criterion for him 
to follow. 

Exhibit 29. Consists of two labels of different manufacturers covering the 
labeling of tincture hyoscyamus, U.S.P. One labei carries the prescription legend 
while the other does not. 

Exhibit 30. Consists of four labels of two sets of compounds of similar formu- 
las, yet one set carries the prescription legend while the other does not. 

I believe enough has been shown to demonstrate clearly the need for a clari- 
fication and a standardization by law, through an authorized and constituted 
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body, of both the types of drugs, which ought to be restricted to sale upon 
Prescription Only and the Wording of the Prescription legend label. 

In this respect §S. 1186 Specifically Provides, (1) the three types of drugs Which 
may be restricted to Sale upon a physician's Prescription Only; (2) by whom it 
may be restricted and in what manner; and (3) the simple and Clearly Stated 
Phrase to he contained on the label, namely, ‘aution: Federa] law Prohibits 
Sale or dispensing Without a Prescription,” 

The restriction of the sale of drugs to Prescriptions from authorize prac- 
titioners Only, as is Provided for in the bill, wil} promote uniform labeling, au- 
thentie and understandable Compliance, and permit the medical and pharmacey- 
tical Professions tO serve the Public more Conveniently, more effectively and 
more economically, 

To Protect the publie further, as Well as a)] the sesments of the drug industry, 
S. 1186 by Paragraph (5) thereof appearing on page 4, Commencing \ ith line ¢ 
and ending With line 29 On page 5 Provides for the Procedure of a public hearing 
and a court 4s safeguards against arbitrary and misguided decisions of the 
administrator, in the Selection of the drugs to be restricted to # prescription, 
Also to Protect the public Welfare, S. 1186 in Paragraph 6, Commencing on page 
© provides that none of the Provisions of this bil] Shall apply or he Construed to 
relieve any person from any requirement Prescribed by or under authority of law 
With respect to drugs now included or Which may hereafter be included Within 
the Classification of the Narcotie or Marihuana Acts, 

The Opponents of 1186, Might at this hea ring, Stress, as they hay © at the hear. 
ing before the House committee Which Considered R. 8298, &@ Similar measure, 
that this measure, quoting from the Statement of 2 spokesman for the American 
Pharmaceutics} Manufacturers Association, Which appears on Page S83 of the 
report of the hearings before the House Committee ou Interstate and Foreign 
Commerce. Said: 

“The third Objection to the administrative authority js that it is certain to 
increase the cost of medical care to an important extent that cannot be Measured 
now; for this authority is bound to be Progressively eXercised - it can Only be 
exercised to convert honprescription drugs into more expensive Prescription 
ones, and there iS a wide area for this marginal] exercise, Which js open for 
infinite Government exploration.” 

Again the Sume witness On page 84 of the same report said: “The third obser 
Vation is that this Prescription drug amendment of the BF. D.C Act, Proposed 
by H. R. 5298, UNnnecessari]y and UunWisely Contains a Provision Which makes jt 
have. bad side fect, 

“This bad Side effect is contained jn the Administrative definition of a drug 
Which has been explained and to Which there are the fundamenta) Objections 
that I have Cited. This Side effect is that Such aq definition is certain to be use 
Drogressively and extensively to Convert old honprescription drugs into prescrip- 
tion, This Will] Practically result in increasing the Profit of the retail] druggist. 
and we Cannot assume that they are UnMmindfy] of the beneficig| effects of this 
CO them. And J] direct your attention to the fact that the main emphasis that 
their Witnesses have laid upon this bill in discussing it before you is upon that 
very administrative definition of a Prescription drug. And this Will Constantly 
increase the ©OSt Of medica} care of the American People to the extent that drugs 
are shifted from honprescription toa Prescription basis,” 

These quoted remarks Justifiably “roused the concern of many members of 
the House Committee, as indeed they may arouse your concern, However. as 
Was pointed out in my Supplementa] Statement filed With the House Committee, 
Which appears on Page 20 oF the report of the hearings of the House committee, 
I said: 

“Analysis of H.R. 3298, — Here § 1186 Clearly and unequivocally Shows that 
each Provision thereof, On the Contrary, aims directly at reducing and eliminat- 
ing in ag large area, the need for a da tor’s Prescription for the Sale of Many wel] 
known household remedies, The present law requires ag Written Prescription 
each time a Prescription for these Simple remedies js refilled, H, R. 3298, as 
does §, LING, repeals this requirement.” 

S. 1186 will decrease the hecessity for Prescriptions and thereby de rease 
the cost of nedica] care, because 

First: § 1186 amends the Present law to Permit the druggist to dispense 
drugs upon a Prescription if phoned in by the Physician. This not ONly¥ oby iates 
the inconvenience to the Patient and Physician. but affords quicker “nd more 
adequate Service to the Sick. If materially reduces the COst of the Medication 
by eliminating the expense entailed jn Calling for the Prescription from the 
patient's house, This Provision Will also Permit the doctor te tell the patient 
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to purchase a certain drug or compound without the need of writing a pre- 
scription. for it. 

Second: S. 1186 will also so amend the present law as to permit the druggist 
to refill a prescription without consulting the doctor if the prescription calls for 
a drug which is not specifically restricted to be dispensed on prescription only. 
And, even if the drug is restricted to prescription sale only, the proposed 
measure specifically provides that the druggist may dispense the drugs upon oral 
authority of the prescriber, if the druggist himself reduces such authority to 
writing and files it. In each instance under this provision, the only aim and 
purpose of the proponents of the measure is to reduce to an absolute minimum 
the need for a doctor’s prescription when such is not necessary for the pro- 
tection of the public health, a practice which will materially reduce the cost of 
medication, and afford more adequate service to the public by the medical and 
pharmaceutical professions. 

Third: S. 1186 further reduces the requirements for a doctor's prescription, 
since it provides a means of limiting the number of drugs to be sold on prescrip- 
tion only. It authorizes a legally constituted governmental agency to select the 
list of drugs to be so restricted. And as an additional protection for the public 
the provision limits the inclusions of drugs which are habit forming, and those 
drugs which, after investigation and an opportunity for a public hearing, have 
been declared to be unsafe or ineffective for use without the diagnosis and super- 
vision of a licensed practitioner. 

Fourth: S. 1186, also to carry out the aims and purposes of reducing the cost 
of medical care, provides on page 3, paragraph 3, authority for the Administrator 
of the law to relieve from restrictions the sale of drugs upon a doctor’s prescrip- 
tion even though such drugs may be habit forming or new drugs dispensed in 
small dosages when a prescription is not necessary fer the protection of the 
public health. 

Fifth: Another vivid and real example to show that the aim of the proponents, 
the retail druggists, in urging the passage of S. 1186, is not, as is asserted (to 
increase medical costs) but instead to reduce the costs, as is evidenced by their 
opposition to the suggestion that the measure provide that an oral prescription or 
a refill for a restricted drug be confirmed within 72 hours by the doctor’s written 
confirmation. This objection on the part of the proponents rests upon the fact 
that the provision will serve no practical purpose or public good, but it will in 
fact and from experience tend to increase the cost of getting a written con- 
firmation of a prescription for medication which has already been dispensed 
and probably has served its purpose. This cost of getting a written prescription 
to confirm an oral authority to dispense the drugs would further be augmented 
by the additional cost reflected in the expense incurred by the druggist chasing 
such confirmations, as well as the added cost of unnecessary record keeping. 

In this connection it is important for this committee to understand that pro- 
fessionally as well as legally, the retail druggist is primarily responsible, in 
every detail, when he dispenses drugs on a doctor's prescription—this whether 
written or oral. The druggists are willing, as they have in the past, to assume 
and retain their professional and legal responsibilities in dispensing drugs on 
prescriptions, provided, however, their responsibilities are clearly defined, as is 
sought to be accomplished by amending the present law by S. 1186. 

In the face of these glaring facts, it is hard to understand how anyone could 
sincerely and logically maintain that this measure seeks to increase the cost of 
medical care by converting nonprescription drugs into more expensive ones. Nor 
ean we understand the logic and the purpose of the statement made by spokesmen 
for the American Pharmaceutical Manufacturers’ Association that the retail drug- 
gists will be very much interested in extending the list of drugs to be sold on 
prescription only when, as a matter of fact, the retail druggists’ chief complaint 
and grievance under the present law is that there are already too many simple 
and safe drugs without reason or purpose restricted to sale on prescription only. 

I wish to emphasize that we substantiated before the House committee hear- 
ings, as we have before this committee, that this measure will reduce costs of 
medication, not only by mere statements but by dozens of exhibits, proving with- 
out a doubt that the aim and purpose of the proponents of this measure is to so 
amend the present act as to enable them to serve the public with medicaments 
more economically and more efficiently. 

In further support of the proponents’ aim and assertion that S. 1186 will de- 
crease the cost of medical care, your attention is directed to the question of 
Representative Charles A. Wolverton and the answers of George P. Larrick, an 
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Associate Commissioner of the Food and Drug Act, when he asked of him at the 
hearing before the House committee considering a similar measure : 

“Mr. WoLverton. Would this legislation increase the necessity for obtaining 
prescriptions?” (Quoting Mr. Larrick’s reply in part :) 

“Mr. Larrick. My own view is that it would not. * * * Now, in my opinion, 
the ultimate effect of this list would be to require directions for use on many 
items which now bear the prescription legend. I can't see into the future with 
enough certainty to know precisely what would happen, but I do not agree or 
believe, as Mr. Dunn appears to believe, that the net effect of this would be to 
increase prescription practice. * * * Y honestly think that this bill would 
accomplish the objective that you so succinctly stated this morning when you 
said that you wanted a bill which will protect the public health fully, but which 
will not unnecessarily burden the patient and will not unnecessarily add to the 
cost of his medical care. To some extent, that is a matter of opinion, but that 
is our honest effort.” 

We believe that enough has been clearly shown to resolve without any doubt 
that the allegations to the effect that this bill will raise the eosts of medical 
care are intended for no other purpose than to confuse and mask the 
involved and to detract from the primary aim of this me: 
public interest, 


issues 


isure which is in the 


II 


Just as illogically, the opponents of S. 1186 will inject in their testimony before 
this committee, as they have before the House committee, the bugaboo that this 
measure will lead to socialized medicine. We just cannot understand the basis 
nor the logie for such conclusion. Socialized medicine, as it is generally under- 
stood and practiced, is a procedure whereby the Government furnishes its citizens 
with medical care, the cost of which is defrayed by a special or general over-all 
tax. If anything, the reverse premise is a more logical and reasonable conclusion. 
It is strange that the patent and proprietary medicine manufacturers and not 
the members of the medica] profession at the House hearings raised the hue and 
cry of “socialized medicine.” It seems significant that the American Medical 
Association, commonly referred to as the AMA, refrained from filing any state- 
ment for or against this measure at the hearings before the House committee. 
We, however, would not be surprised if they filed a stateme 
mittee opposing the enactment of S. 1186 either echoing the manufacturer’s claim 
that the measure will lead to socialized me 


dicine or some other charge. If the 
AMA does file a formal objection to this measure, it would be only because of the 


desire to insure the continuance of the requirement for the written prescription 
from a medical practitioner to dispense ordinary simple drugs which under S. 1186 
may be sold over the counter without a prescription. 

Our assertion is supported by the fact that, although the AMA knew of the 
pendency of the Durham Humphrey bill for more than a year, it has not until 
recently taken official action disapproving this measure. Oven the official dis- 
approval of S. 1186 by the AMA, as reflected by a recent resolution that the 
organization adopted, is, in fact, a tacit approval of the measure, The resolution 
reads as follows: 

“The committee believes that the objectives sought by this legislation are 
worthy of support but the legislation as proposed at the present time is not 
necessary or desirable. The committee also believes the control of professional 
practice should remain in the bodies already set up in the States to regulate 
professional practices. The determination of what should be labeled only tor 
prescription use and what should be made available for nonprescription dis- 
pensing should be left to voluntary discussion and effort as now possible under 
the Food, Drug, and Cosmetic Act. The committee therefore disapproves the 
legislation.” 

Without analyzing the language of the AMA resolution in detail, suffice it to 
Say that the AMA does not only approve the objective of this measure, but the 
alternative suggestion it offered is in line with the objective of S. 1186. You will 
see that the alternative suggestion recommends that the determination of what 
should be labeled only for prescription use and what should not be made avail- 
able for nonprescription dispensing should be left to voluntary discussion and 
effort as now possible under the Food, Drug, and Cosmetic Act. 


nt before this com- 


This conclusion 


from experience is impractical as we have shown in part III of this Statement. 
The AMA resolution also asserts the belief that the control of professional 
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practice should remain in the bodies already set up in the States to regulate 
professional practices. With this we agree. But we challenge the assertion 
that this measure seeks to control professional practices. The Food, Drug, and 
Cosmetic Act, in the public interest, deals only with proper and adequate labeling 
of food, drugs, and cosmetics shipped in interstate commerce. 8S. 1186 seeks to 
make uniform and more adequate labeling of such products. 

We believe, however, that because of the public health and welfare which is 
sought to be accomplished by this measure, the AMA out of propriety may before 
this committee as before the House committee, refrain from echoing the hue and 
cry of socialized medicine that the manufacturers have raised. 

if this measure, as was conclusively pointed out, accomplishes the aims of 
its proponents, namely: to reduce the cost of medication, and thereby enable 
the medical and pharmateutical professions to serve the public more effectively 
and more economically, the clamor for socialization of medical care will become 
unnecessary and impractical. 

For the edification of this committee, let it, however, be emphatically under- 
stood, that the members of the National Association of Retail Druggists, the 
proponents of this measure, on more than several occasions in convention assem- 
bled, have, by a unanimous resolution, recorded their opposition to socialized 
medicine, as it is now understood and practiced in England under a socialistic 
form of government. Also that the members of this association, representing 
the great majority of retail druggists of the country, have twice by resolution 
unanimously adopted and approved the provisions of H. R. 3298 and 8. 1186, as 
a means of clarifying the provisions of the present law as enacted in 1938, in 
order to better enable them to safeguard the public interest and serve it more 
adequately and more economically. 

The opponents of 8S. 1186, in order to defeat this bill, have resorted to all types 
of scare tactics, chief of which is the goblin that this measure will lead to 
socialized medicine. As a matter of fact, the opposition on the floor in the House, 
succeeded in scaring a sufficient number of Representatives to adopt an amend- 
ment to H. R. 3298 (companion bill to S. 1186) to the effect that the bill as passed 
by the House continues the present unrestricted promiscuous and confusing 
labeling practices which experience has proven to be detrimental to the public 
interest and an impediment to the retail druggist in serving the public. 


III 


The opponents of S. 1186, in one form or another, before the House committee 
hearings, asserted without explanation, that this measure is unnecessary for the 
reason as is alleged by them, that the administrator of the act under the present 
law may, by regulation, solve the problems sought to be corrected by this measure. 
The chief advocate of this erroneous conclusion before the House committee was 
a spokesman for the American Pharmaceutical Association who represented him- 
self as speaking for the most representative National Pharmaceutical Association 
of America, when as a matter of fact, as I have previously indicated, the pro- 
ponents of this measure the NARD, by direct membership and by affiliation with 
State, and city pharmaceutical groups in fact represents almost every retail 
drug-store owner and the thousands of pharmacists employed by them, who 
directly come in contact with the public in serving them. 

In behalf of this vast majority of druggists, I vigorously disagree with the 
premise that the problem 8. 1186 seeks to correct, may be accomplished by an 
administrative ruling. 

First because it is crystal clear from the phraseology as is contained in sec- 
tion 503 (B) of the present act, which plainly proves, that only a written 
prescription signed by the prescriber is exempt from certain labeling provisions 
of the act. Also that according to a reasonable interpretation of that provision 
in the present law, Dr. Paul Dunbar, the FDC Commissioner, declared that a 
refill of such a prescription must likewise be authorized by the prescriber in writ- 
ing. That a sale of drugs which were once the subject matter of a prescription, 
without the written authority of the doctor, is in fact a sale of the drugs over 
the counter and must bear such labeling information as is required by the act. 

No regulation, however written, can change the plain import of the words con- 
tained in the law as far as it may deal with oral prescriptions and refills thereof. 
No ruling can solve the present prescription legend labeling abuses without a 
clear authority from Congress, as is provided in 8. 1186. And finally, no regu- 
lation could relieve the pharmacist from the responsibility of placing warnings 
on prescription packages, contrary to his ethics in dealing with physicians. 
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Secondly, because of the very emphatic statements made, before the House 
committee hearings, by Mr. Oscar Ewing, the Administrator, of the Federal 
Security Agency in charge of the enforcement of the Federal Food, Drug, and 
Cosmetie Act when in this respect, quoting from page 15 of the report of the 
hearings before the House committee, Mr. Ewing said: 

“Frankly I feel very strongly that this is a question that should be dealt 
with by legislation rather than by regulation of the Administrator, I feel that 
for two reasons. In the first place, I am sure that under the law the Admin- 
istrator cannot do some of the things that ought to be done; and secondly, I 
feel that this is so far reaching that it is important that it be done by legisla- 
tion and not by regulation of the Administrator,” 

The Administrator went on further to say on the same page: 

“On the other hand, some of the things that we are authorized to do I think 
could be done better by legislation.” 

Of further particular interest in this respect is the concern of several mem- 
bers of the House committee, as is reflected from their questions put to Mr. 
Ewing on this subject matter which appears on page 25 of the report of the 
hearings before the House committee and which briefly are as follows: 

“Mr. HELLER (quizzing Mr. Ewing). Just one more thing. You made the gen- 
eral statement that the Government should only act when necessary. What con- 
ditions exist that make action on the part of the Congress necessary for the 
passage of this bill? 

“Mr. Ewrna. | feel that the present law is ambiguous to a certain extent; 
for instance, those warnings under the law that the pharmacist has to put on a 
bottle, even though it is dispensed on the prescription of a doctor. I think that 
is an unnecessary thing. I think that this legislation, if it is adopted in the 
form suggested here, would eliminate this twilight zone. We have been in our 
regulations trying to get a definition; we have proposed a definition of what we 
eall drugs that would require a prescription and those that do not; and work 
as we may, We are not satisfied or happy with that definition. I think that this 
(referring to H.R, 8298) provides machinery that would make that whole pro- 
cedure much better and eliminate the so-called twilight zone.” 

Quoting questions by Representative Harris and replies by Mr. Ewing: 

“Mr. Harris. In carrying out the orders of the doctor, there is a vast respon- 
sibility on the druggist, is there not? 

“Mr. Ewrna. Oh, thoroughly—to properly label it in accordance with the 
prescription, and all that. 

“Mr. Harris. As I understand it, you are endeavoring here to relieve the 
pharmacist of some of the labeling responsibilities, 

“Mr. Ewrne. Yes, you are quite right. But the point of it is, that under 
the existing regulations we have a definition where a drug can be dispensed on 
a prescription if such a drug or device, because of its toxicity or other poten- 
tiality for harmful effect, or the method of its use, or the collateral measures 
necessary to its use, if not generally recognized among experts qualified by scien- 
tific training and experience to evaluate its safety and efficacy as safe and effi- 
cacious for use except by or under the supervision of a physician, dentist, or 

veterinarian. 

“If that does not leave a whale of a twilight zone, I do not know what does. 
That is why we do not like that definition given there at all; yet it is probably as 
good as we can get. 

“Mr. Harris. I thoroughly agree with you. If the administrator cannot un- 
derstand what the law means, then I do not see how you can expect the public 
to. 

“Mr. Ewinc. I did not make this law myself.” 


All of which clearly supports the proponents’ position that the confusion, 
uncertainty, and ambiguity created by enforcing the provisions of the present 
Food, Drug, and Cosmetic Act cannot be obviated by a regulation of the admin- 
istrator, and that only an amendment to the act, such as is reflected by the provi- 
sions of S. 1186 will serve to solve the problems experience has revealed. 


IV 


The opponents of S. 1186 further vehemently contended that this measure 
will vest in the Government significant bureaucratic control of the drug industry 
and the medical profession. However, this assertion, when exposed to an an- 
alysis of the existing facts, and experiences, is likewise without merit or logic. 
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An analysis of the testimony of the opponents of this measure before the 
House committee hearings with respect to this contention, is that this chief ob- 
jection is directed to that provision of S. 1186 which authorizes the adminis- 
trator of the act, for the protection of the public health, after investigation and 
based upon the opinions of experts to determine the list of drugs which ought to 
be restricted to sale on prescription only. 

Analyze, if you will, the provisfons of S. 1186 in this respect in the light of 
the public health and welfare. I call your attention in particular to the points 
as follows: 

1. S. 1186 provides (p. 1, lines 5 and 6) that habit-forming drugs shall be 
dispensed upon prescription only. Can anyone conscientiously maintain that it 
ought not be so? Moreover by section 502 (d), the act already so provides. This 
measure makes no significant change in this respect, except when on pages 8 to 6, 
inclusive, it provides that, ‘The Administrator may by regulation remove drugs 
subject to section 502 (d) and section 505 from the provisions of this subsection 
when such requirements are not necessary for the protection of the public 
health.” No one reasonably will quarrel with this provision, a provision, by the 
way, Which was inserted by the proponents of this measure to obviate the need 
for getting a doctor’s prescription, thereby reducing the cost of medication for 
a compound containing such drugs when such requirements are not necessary 
for the protection of the public health. 

2. The measure provides (p. 3, lines 11 to 13, inclusive) that if the drug is a 
new drug and its effective application under section 505 limits its use under the 
professional supervision of a practitioner licensed by law, shall continue to 
carry such restriction. This the present law already so provides. 8S. 1186 makes 
no significant changes except as is provided in the provision contained on page 3, 
lines 15 to 19, inclusive, to permit sales without a prescription when such require- 
ments are not necessary for the protection of the public health. 

With this provision of S, 1186 the opponents likewise can find no quarrel, 
because it is proper and just as is borne out by experience that such precautions 
are necessary for the protection of the public welfare. 

So far even the opponents of this measure seem to raise no serious objection. 
The strenuous objection, however, is evidently aimed at that provision of S. 1186 
which provides (p. 2, lines 1 to 10) that a drug be restricted to sale by prescrip- 
tion only if the drug— 

“(B) because of its toxicity or other potentiality for harmful effect, or 
the method of its use, or the collateral measures necessary to its use, has 
been determined by the Administrator, on the basis of opinions generally 
held among experts qualified by scientific training and experience to evaluate 
the safety and efficacy of such drug (and where a public hearing is required 
by paragraph (5), on the basis of evidence adduced at such hearing by such 
experts) to be safe and efficacious for use only after professional diagnosis 
by, or under the supervision of, a practitioner licensed by law to administer 
such drug; or” 

No one sincerely interested in public health will maintain that drugs which 
are unsafe or ineffective for use without professional diagnosis or supervision 
of a licensed practitioner should be placed in the hands of a layman for un- 
supervised use. The very aim, purpose, and philosophy of the Food, Drug, and 
Cosmetic Act, as enacted in 1938, was to curb this practice as it then existed. 

May we not therefore, conclude that unsafe or ineffective drugs should not 
be sold without some clearly defined and reasonable restriction ? 

The obj-ction, therefore, must resolve itself to the single issue, namely: Who 
should choose the drugs to be so restricted. For nearly 12 years, since the 
enactment of the present Food, Drug, and Cosmetic Act, the manufacturers have 
chosen which drugs are to be regarded as unsafe or ineffective and restricted 
to sale by prescription only by using the prescription legend label which reads— 
“Caution: To be dispensed only by or on the prescription of a physician, dentist, 
or veterinarian, or otherwise used only for manufacturing purposes.” The pro- 
ponents in their testimony have clearly and profusely demonstrated to this com- 
mittee by dozens of exhibits and practical experiences, the confusion, the am- 
biguities, and the laxity the prevailing practice has brought about, not only to 
the detriment of the public, but even to the inconvenience and the disrepute to 
the pharmaceutical profession engaged in the distribution of drugs and drug 
devices. : 

The practice and manner of the manufacturers in choosing unsafe or ineffective 
drugs under the present law is unfair, confusing, impractical, and illegal as well 
as contrary to the welfare of the public. The present practice warrants and 
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demands Correction, Which can be accomplished only by a precise legislative 
enactment, 

We maintain that the Provision of g. 1186 in this respect, in the face of ex- 
perience, Provides a practical], legal, and democratic approach to the Problem of 
choosing the types of unsafe or ineffective drugs and devices Which ought to be 
restricted to Sale upon a Prescription only, 

The Opponents before the House committee hearings have vehemently and 
repeatedly Shouted that H.R. 8298 and Ss. 1186 here jg 4 bureaucratic measure, 

Nn fairness and in logie Wwe ask: 

Ts it bureaucratic for those charged With enforcement of a law to ask that 
its Provisions be Clarified as to obviate confusion and uncertainties? 

Is it bureaucratic to ask that the designation of conditions and Situations Which 
brands One a violater of the law be Placed in an authorized and legally constituted 
body from Which redress can be had ina democ ratic Way, such as is Provided by 
S. 1186 on Page 4, lines 1 to 21 on page 4, 

Is it bureaucratic to ask for those who are subject to a law that its Provisions 
be Standardized and Clarified so as to enable them to more adequately and more 
economically Serve the public? 

Is it bureaucratic to petition Congress to amend the Provisions of an existing 
law which experience has Proven to he UnWorkable, impractical} and confusing 
SO that even those charged With its enforcement cannot adequately interpret its 
applicability in order to better Serve the public health ? 

I maintain in behalf of the Proponents of S. 1186 that the assertion made by 
the opponents that the measure Provides unprecedented bureaucrati¢ control, 
just another smoke Screen to becloud the issues and create confusij 
minds of the members of this committee, Ag a matter of fact, the Provisions of 
S. 1186 are not new or Unprecedented. In the Sections of this act dealing With 
food Standards, misbranded foods, emergency Permit Controls, and tolerances for 
Poisonous ingredients in food and Certification of Coal-tar colors. Congress in 
1988 wrote into law Provisions Which left to the Judgment of the Administ ‘ator 
to promulgate regulations fixing and establishing for any food, a reasonable defi- 
nition ang Standard of identity, 9 reasonable Standard of quality, and/or reason- 
able Standards of filling of container. 

In section 202 (d), dealing With drugs, Congress has already Written inte the 
law a list of drugs Which are declared to he habit-forming 48 Well as the further 
Provision, Which reads: “Or any chemical derivative of such Substance. Which 
derivative has been by the Administrator, after investigation, found to be, and 
by regulations designated as habit-forming » 

Tn 502 (HH) Congress in 1938 Provided and Permitted the Administrator. in his 
discretion, {0 promulgate rulings dealing With Proper PacKkagine and notices of 
deterioration of drugs, and to contain sueh Precautions as are necessary for the 
Protection of the publie health, 

In Section 507 of this act, Congress also further Provided for the 
to Promulgate regulations for the certific 
Streptomycin. 

And again in sections 406, 504. and 604 of the act, Congre 
Administrator shall promulgate regulations Providing for t) 
colors Which are harmless 4nd suitable for use in 
and for the Certification of 
diluents, 

Why then, when dealing With unsafe or ineffective drugs or devices, which 
no one ought Conscientiously Maintain, should be left to Promiscuous use by the 
lay public Without the Supervision of a license Practitioner + It is Such a 
radical departure for the Congress jn the interesy of the publie health to provide, 
8S is sought to be Provided in §. 1186, for haming of drugs whic h after inves. 
tigation by the Administrator and an pportunity for Publie hearing to be 
declared unsafe or ineffective for use Without the Professiong| diagnosis or 
Supervision of & practitioner licensed by law, Isn't such @ provision jn line 
and in harmony With the entire spirit and Philosophy of the Food. Drug, and 
Cosmetic Act? The Provisions of S. 1186 is 9 democratic means of regulating 
interstate commerce in line With the very basis of our extended Present consti- 
tutional democratie form of SOovernment. 

The Proponents of S. 1186 therefore maintain that the delegation to the 
Adninistrator Or any other authorized Single source to Select and or delete a 
ist of drugs Which are dangerous Or ineffective When used Without nedical 
Supervision ig 4 proper, and from experience a Practical as Well as a heeded, 
delegation in order to Safeguard the publie health as Well as to clarify and 
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standardize interpretations thereunder for a proper understanding by those 
who are charged with enforcement. 

The chief purpose of this provision is to accomplish uniformity of labeling and 
to afford one authorized person or source, in the interest of public welfare, to 
propose which drug may be restricted or not restricted to prescription only 
dispensing instead of, as it is now, leaving it to some 1,400 manufacturers to 
do so, invariably leading to confusion, discrimination, and ambiguousness. 

Gentlemen, of particular further interest, with respect to the effect of regu- 
lating the distribution of drugs in interstate commerce, as is contemplated in 
S. 1186, is the observation contained in the first chapter of the book entitled 
“Drug Research and Development,” published in 1948 as a symposium of some 
18 authors in the drug manufacturing and medical fields, edited by Dr. Austin 
Smith, now editor of the American Medical Association Journal, and Arthur D. 
Herrick, a legal food and drug consultant, in which in part the editors remark: 

“It is perhaps not fully appreciated to what degree the enactment, and partic- 
ularly the enforcement, of the Federal Food, Drug, and Cosmetic Act have 
affected the manufacture and distribution of all types of drug products. 

“It is improbable, moreover, that the Congress, despite its long wrangling over 
the provisions, grasped the full implications of the statute it finally enacted in 
1928. Certainly it could not anticipate the impetus the law would give to drug 
therapy : and it is doubtful that it foresaw that compliance with the new require- 
ments of the act virtually compels the manufacturer and distributor of a drug— 
whether it be ‘ethical’ in nature or a proprietary—to apply the principles of ra- 
tional therapeutics to his product if he is not, through inadvertency or otherwise, 
to find himself violating the law. The strict and unflinching enforcement policy 
that has characterized the activities of the Food and Drug Administration in 
carrying out its mandate under the statute has further implemented and directed 
the course of this development. And finally the courts, after a history of apathy 
toward therapeutic claims, have reversed themselves to impose on the promoter 
of a drug product a stern and solemn obligation and responsibility that can only 
be satisfied by the most careful surveillance over, and knowledge of, the article 
he sponsors and urges for the prevention, treatment, diagnosis, or cure of dis- 
ease conditions. 

“While this is not the place to discuss with any particularity the legal require- 
ments affecting the interstate distribution and marketing of drugs, it is mate- 
rial to recognize how the provisions of this act have encouraged and necessitated 
the collection of data about the use and safety and efficacy of products offered 
to the American public today. The injunction against false or misleading label- 
ing, for example, has forced the drug manufacturer and distributor to recognize 
the limitations of his product, therapeutically speaking, as well as its possible 
accomplishments. In framing his claims, he must bear in mind the distinct 
difference between causal and symptomatic treatment, between specifics and 
mere alleviation. Not only is he called upon to peruse the scientific literature 
to find support for his representations but he is also required to appraise and 
evaluate the conclusions drawn by different investigators.” 

“Similarly, the necessity of preparing adequate directions for use stimulates 
his study of methods of administration, absorption, distribution of the drug 
within the body, and dosage. In devising warnings against the misuse of his 
preparation he has been led to consider problems of synergism, the influence of 
pathologic states, cumulative action, tolerances, and idiosyncrasies. In deter- 
mining the identity of the active ingredients in the compound he has been forced 
to delve into the relative therapeutic and physiological effects of the individual 
components. Restrictions on dangerous drugs have compelled a knowledge of 
general toxicology. In short, the manufacturer of almost every drug today, if he 
is to satisfy the responsibility the law places upon him, must inform himself fully 
about the pharmacologic and therapeutic properties of his product.” 

Vv 

To further confound the aims and the purposes of this measure, and to scare 
the retail druggists into objecting to that part of S. 1186 which provides for the 
administrator instead of each of the 1,400 manufacturers to determine the choice 
of drugs, which ought to be restricted to sale upon prescription only as is provided 
in (b) of S. 1186, the opponents of this bill, the manufacturers, raised the unsup- 
ported issue to the effect that if the administrator be permitted to determine the 
list of drugs under (b) of S. 1186, irrespective of the restricted provisos, that such 
a list would have to be (quoting from the statement of one witness before the 


House committee) “something as large as the United States Dispensatory, which 
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would stand high on this table, and if given a few more years, would go to a 
library.” Another witness estimated that if this bill became law, approximately 
30,000 drug items, being nearly all on the market, would be subject to regulation 
and that a druggist would have to constantly check the Federal Register or the 
Security Administrator's regulations in order to conform to the law. Neither 
assertion when exposed to experience and the practical application of the pro- 
vision with respect thereto will stand, even appreciably, to create the druggists 
dilemma, as is described in the minority report of the House committee, consid- 
ering a similar bill. 

First, and foremost, because as is provided by S. 1186, paragraph 4, drugs 
restricted to sale by prescription only, its label must, before dispensing bear 
the statement, “Caution: Federal law prohibits dispensing without prescription,” 
so that if the manufacturers will comply with the law, every product new or old 
so restricted will bear this caution for every druggist to go by, as he has to do now 
before dispensing the drug. This would definitely eliminate the need to refer to 
any prescribed list, even a page long. 

Secondly, of the 30,000 drugs said to be on the market, by their known potency, 
as a matter of common knowledge, divide themselves into three classes, (a) such 
as dangerous, which ought to be restricted to prescription only sale; (b) those 
safe for use if directions are furnished; and (¢c) those which have been so classed 
by some of the opponents of the bill as being in the border-line zone. It is this 
latter class of drugs which may lead to divergent opinions as to whether or not 
they be restricted to prescription sale only, or whether the manufacturer should 
be required to distribute such drugs with adequate directions for use. As one 
witness at the hearings before the House committee intimated there is no differ- 
ence of opinion that dangerous and toxie as well as habit-forming drugs be 
restricted to sale by prescription only, when he said: 

“If you are talking about a drug that is dangerous, that may injure the patient, 
there isn’t any difference of opinion at all. If there is any question of safety, 
we would rather lean over backward and say don’t let him have it without a 
doctor’s permission,” 

From these facts one can readily see that this so-called library list of drugs 
dwindles down to but a few, if any. 

For your edification, in this respect, since the enactment of the present Food, 
Drug, and Cosmetie Act in 1988 to date, a period of 18 vears, the Commissioner, 
by way of trade communications at various times—to be exact, on 8 different occa- 
sions, and on 1 of these occasions some 35 drugs were listed—a total of only 49 
drugs in the entire period which were considered to be dangerous when used 
without the supervision of a practitioner licensed by law to administer such drugs. 

For your guidance, the list of such drugs and the respective dates of each trade 
communication, as listed by the C. C. H. Food, Drug, and Cosmetic Law Reporter, 
follows: 


DRUGS WHICH SHOULD BE SOLD ON PRESCRIPTION ONLY 


29. Various rulings have indicated that the following specific drugs should be 
sold by prescription only: 


Abortifacients—FSA release, FSA-A61, July 22, 1950 

Acetanilid—If for dosage of more than 5 grains per day or 214 grains during 
3 hours. TC-301, July 2, 1940; TC-850, January 9, 1941; TC-361, April 24, 
1941 

Acetophenetidin—If for dosage of more than 15 grains per day. TC-350. Jan- 
uary 9, 1941; TC-861, April 24, 1941. 

Aconite—TC-350, January 9, 1941; TC-361, April 24, 1941 

Aminopyrine—TC-—2, September 8, 1938; TC-350, January 9, 1941; TC-361, April 
24, 1941 

Ammoniated mercury ointments—Containing more than 5 percent of ammoniated 
mercury. TC-9, May 13, 1939; TC-361, April 24, 1941 

Antipyrine—If for dosage of more than 15 grains per day. TC-350, January 9 
1941 ; TC-861, April 24, 1941 

Arsenic (for prolonged use)—-TC-415, April 10, 1944 

Aspidium (male fern)—TC-—350, January 9, 1941; TC-361, April 24, 1941 

Aspirin lollipops—TC—130, March 7, 1940 

Barbiturates—TC-361, April 24, 1941; and FSA release, FSA—A61, July 22, 1950 

Benzedrine sulfate—TC-350, January 9, 1941; “T'C-361, April 24, 1941 

Bromides—If for dosage of more than 30 grains per day or 15 grains during 
3 hours. TC-350, April 24, 1941 

Cantharides—TC-350, January 9, 1941; TC-3861, April 24, 1941. 


, 
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Carbon tetrachloride—TC-350, January 9, 1941; TC-861, April 24, 1941 

Chemotherapeutic agents—So-called “miracle” drugs used in treatment of 
venereal disease should not be sold without prescriptions. FSA-A61, July 22, 
1950 

Chenopodium oil (wormseed oil) —TC-350, January 9, 1941; TC-361, April 
24, 1941 

Chrysarobin—TC-350, January 9, 1941; TC-361, April 24, 1941 

Chrysophanic acid—TC—350, January 9, 1941; TC—361, April 24, 1941 

Cinchophen—TC-3, September 8, 1938, TC-356, February 12, 1941; TC-361, 
April 24, 1941 

Colchicine—TC-350, January 9, 1941; TC-361, April,24, 1941 

Diethylestilbestrol—TC—4—A, November 5, 1945 

Digitalis—TC-361, April 24, 1941 

Emetine—TC-—350, January 9, 1941; TC-861, April 24, 1941 

Folic acid—If for therapeutic use or combination with iron and/or liver. Letter 
of Commissioner of Food and Drugs, October 10, 1947 

Goa powder—TC-350, January 9, 1941; TC—361, April 24, 1941 

Ipecac—If for dosage of more than 10 grains per day. TC—850, January 9, 
1941; TC-3861, April 24, 1941 

Mercurie chloride ointments—Containing more than 2 percent mercuric chloride. 
TC—361, April 24, 1941 

Neocinchophen—TC-—3, September 8, 1988; TC—356, February 12, 1941; TC—361, 
April 24, 1941 

Phenol—If products containing it have more than 2 percent phenol included. 
TC—413, February 24, 1944 

Phenol and camphor—TC-386, May 29, 1942 

Phosphides—TC-—350, January 9, 1941; TC-361, April 24, 1941 

Phosphorus—TC—350, January 9, 1941; TC—3861, April 24, 1941 

Radium—TC-350, January 9, 1941; TC—361, April 24, 1941 

Cantonin—TC-—350, January 9, 1941; TC-361, April 24, 1941 

Scabies preparations—TC-—390, August 17, 1942 

Sodium perborate—A product, consisting of 96 percent sodium and 4 percent 
magnesium oxide with flavoring, may be limited in the future to prescrip- 
tion sales only, if additional evidence so warrants it. TC-227, April 11, 
1940 

Squill—TC-361, April 24, 1941 

Strophanthus—TC—165, March 14, 1940; TC—361, April 24, 1941 

Strychnine—If for dosage of more than one-twentieth grain per day. 'TC-350, 
January 9, 1941; TC-361, April 24, 1941 

Sulfanilamide—TC-1, August 26, 1938; TC-350, January 9, 1941; TC-361, April 
24, 1941 

Sulfapyridine—TC-—350, January 9, 1941; TC-361, April 24, 1941 

Sulfathiazole—TC-350, January 9, 1941; TC-361, April 24, 1941 

Tansy, Tansyoil—TC—361, April 24, 1941 

Tetrachlorethylene—TC-—350, January 9, 1941; TC-361, April 24, 1941 

Thiocyantes—TC-350. January 9, 1941; TC-361, April 24, 1941 

Thymol—TC-350, January 9, 1941; TC-—361, April 24, 1941 

Thyroid—TC—350, January 9, 1941; TC-361, April 24, 1941 

Vitamin D in high potency—TC-—417, May 29, 1944 


Third: Assume, however, for practical purposes that at a given time, and not 
every day of every week, as the opponents are desirous to have you believe, the 
administrator from experience finds the need of adding or deleting to or from 
the list of drugs which he declared not to be safe and efficacious for use without 
professional diagnosis by or under the supervision of a licensed practitioner. 
Such act by the administrator is generally not done by a mere flip of a coin or a 
statement made to a few at a luncheon table, but instead as is provided, ample 
public notice is given to all interested parties in the Federal Register and in trade 
publications, so that those interested may correct existing procedures. For the 
manufacturer to relabel his products before shipping to the druggist, and for the 
druggist if he has any stock on hand to place a caution label on the bottle on his 
shelf. That is not too much trouble for neither the manufacturer nor the drug- 
gist to undertake in the interest of public health and safety. Speaking for the 
druggist, I am sure that they will gladly do it. In this respect, it may even be, 
depending upon the nature of the urgency, that a ruling adding or deleting from 
the so-called list, its effective date may be postponed for a reasonable time to 
permit stock on hand to be used up without the administrator cracking down on 
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the druggist for dispensing a drug which he had on his shelf, which was but 
recently permitted to be dispensed without restriction ; 

The new label will, therefore, again remain the druggist’s guide as to whether 
or not the drug is a restricted one. The difficulties that the manufacturers so 
generously seek to avoid for the retail] druggists, resolves itself therefore, to no 
difficulty at all. Granting, however, that it may be possible that in a few in- 
stances some retail druggists may tind themselves with a drug or several drugs 
on the shelf at the time a new restriction with reference thereto has been 
promulgated, at most after the effective date of such determination, it will for 
a few, once in a great While, as we have pointed out, become hecessary to note 
the change if any on the label of such drug to conform to the new restriction. 
We again repeat that that is little to undertake in the interest of public health 
and safety and by far more desirable than the presently existing condition of 
promiscuous, uncontrolled, ambiguous, and confusing labeling practices indulged 
in by the manufacturers to the detriment of the public and inconvenience to both 
the medical and pharmaceutical professions, 

Another scare the Opponents of this bill, the manufacturers, are dangling over 
the druggist’s head is that if this bill passes, 50 percent of the drug items now 
Sold in drug stores will, immediately upon passage of the bill find an outlet 
in places, other than drug stores, such as supermarkets, because Inany items 
now limited to prescription by the unauthorized prescription legend label would, 
if the bill passes, require adequate directions so that any one, other than a drug- 
gist may sell such items. This Statement, likewise, when exposed to facts and 
experience, is not so. First, because whether or not certain drug items may be 
limited to sale in drug stores only is primarily subject to State legislation and 
control, 

Still another scare resorted to by the Opponents of this measure, as far as the 
druggists are concerned, and one which is irreconcilable with the statements 
made before the House committee, and which ay probably be offered here, 
is that if this bill passes it can only be exercised to convert nonprescription 
drugs into more expensive prescription ones and thereby increase the cost of 
medical care; while to the druggists they say that if this bill passes most of the 
drugs now restricted to sale by prescription only will, if this bill passes, remove 
such restriction so that their sale may be made by outlets other than drug stores, 

Such inconsistencies permeate the entire position of the opponents. The 
manufacturers Opposition is based not in the interest of the public welfare. but 
rather to maintain the status quo of their present position. This we maintain 
is not fair nor in the public interest, nor in the interest of those, that is 
the retail druggists, who distribute their products, 


VI 


The opponents of this measure before the House committee hearing have, 
and I presume will do so before this committee, raise an objection to that 
portion of the bill which provides for a hearing and an appeal from an adminis- 
trative determination of paragraph 1 (b) of S. 1186 Which deals with the 
choice of dangerous drugs, the sale of Which, ought to be limited by Way of 
prescription. In this report, | desire to stress that, not only must the choice 
of the drug to he restricted be made on the basis of opinions fenerally held 
among experts qualified by scientifie training to evaluate the safety and efficacy 
of such drug, but that also by parasraph (5) of S. 1186 jt is provided that— 

“Any interested Person may file with the administrator a petition proposing 
the making of a determination, or the modification of a determination made 
or proposed to be made by the administrator pursuant to subparagraph (b) 
of paragraph (1). Furthermore after public hearing, touching a determination 
by the administrator, his order thereafter js still further subject to jndicial 
review in accordance with the provisions of section 701 (f) and (2) of the act. 

“It has been argued. and presumedly will he arcsued here again. that in a 
judicial review the litigant goes to the appellate court with three strikes against 
him because it is provided in section 701, that the findines of the administrator 
as to the facts, if supported by substantial evidence shall be conclusive,” 

With this view ] disagree, and to corroborate my position, permit me 


again to 
quote from the report of the hearing before the House committee. 


considering 


a Similar bill, when the Honorable Harold M. Stephens, chief judge of the 
United States court of appeals, on this point said: 

“With great respect for the views of the previous speaker, I think the term 
‘substantial evidence’ when read in line with a review of the whole record is not 
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a vague term. It has been used in the Federal system for many, many years to 
guide the appellate division in determining whether or not even the verdict of a 
jury or a trial judge in a nonjury case should be upheld. It means more than a 
scintilla. It means substantial evidence in the ordinary meaning of that term, 
such evidence as would guide persons acting in the ordinary affairs of life. 

“Substantial evidence, I think, is adequate protection, in view of the Admin- 
istrative Procedures Act, and in view of the Universal Camera case, which re- 
quires the court to review the entire record. 

“T think,” continued Judge Stephens, “that the litigants in court and industry 
of the country under the supervision of the administrators, are sufficiently pro- 
tected by the requirements of Congress under the Administrative Procedure Act 
and by these new decisions of the Supreme Court, and it can hardly be expected 
that they would not be fully abided by, because it is recognized that the terms 
of the earlier review were narrow.” Continuing, the judge further said: 

“IT would like to add just this before I close. I can assure you that the circuit 
court of appeals of this country, who are the court of last resort in the Federal 
system, except in the few cases that go to the Supreme Court, feel a very real 
responsibility in dealing with these Commission appeals. We feel the same 
responsibility we do in reviewing the decisions of the United States district 
courts, to see that the litigants have had a fair hearing and that the adminis- 
trator’s findings are supported by substantial evidence and are not arbitrary.” 

These statements of Judge Stephens further illustrate the proponenis’ un- 
biased assertion that the provisions of S$. 1186, dealing with delegation of 
authority to promulgate a list of unsafe or ineffective drugs, is not to be an 
arbitrary bureaucratic unchangeable rule, but that such a rule, which must be 
based on substantial evidence, and lacking this can and will be set aside. 

Gentlemen, it is significant that the proponents of this bill, the pharmacists 
of the country, do not, for themselves, seek any special privileges nor any exemp- 
tions. In fact, from present-day experience and the present provisions of the 
food and drug law the proponents are even content to forego their long-established 
professional right to dispense drugs without other restrictions than are limited 
by their professional knowledge and ethics. All they ask, as is simply provided 
in the bill for your consideration, is that the present provisions of the act with 
regards to the labeling requirements be modified so as to promote uniformity of 
labeling, to afford proper compliance, to provide an authorized means of stand- 
ardizing the present promiscuous and inconsistent labeling restrictions engaged 
in by numerous and varied persons or groups, and generally to enable them to 
better serve the public. 

S. 1186 has been conceived out of experience from the impact and actual prob- 
lems encountered by the pharmacists of the country in serving the public. The 
bill was introduced in the House by Congressman Durham, and in the Senate by 
Senator Humphrey, both of whom are pharmacists. After study and investiga- 
tion they have recognized the problems and the publie interest involved, and now 
sponsor this measure. The National Association of Retail Druggists, which 
represents the Nation’s retail drug-store owners exclusively, urges favorable 
consideration and passage of S. 1186, and not H. R. 3298 as amended by the House. 


Mr. Wauuer. Mr. Chairman, I have one more statement to intro- 
duce. This is a statement on behalf of Mr. Robert E. Kelly, a retail 
druggist of Chicago, Ill. I would like to introduce this statement 
into the record. 

Senator Humpurey. We will accept it and have it printed in the 
record. 

(The statement referred to is as follows:) 


STATEMENT OF RosBert E. KELLY, RETAIL DrRUGGIST oF CHICAGO, ILL. 


Mr. Chairman, gentlemen of the Senate Committee on Labor and Public Wel- 
face, my name is Robert E. Kelly; I own and operate a retail drug store on the 
southeast side of Chicago, Ill. I ask leave to file my statement in behalf of 
myself and the many retail druggists throughout the country who doubtless find 
themselves encountering experiences I encounter daily in serving my respective 
community with medicaments, under the present provisions of the Federal food, 
drug, and cosmetic law. 

Of the many restrictions which hamper the retail druggists from better and 
more economically serving the public, the restriction on refills of prescriptions 
without a written authority from a physician, and the lack of uniformity of 
labeling requirements are the most troublesome. 
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For your information recent figures reveal that 40 percent of the medicaments 
sold on i are dispensed by way of refills. That many such medicaments are pre- 
scribed for a period of treatment which may run for several months. However, 
under the present Jaw the druggist may not refill such a prescription, even if it 
be for a simple drug or compound, without the patient first procuring from the 
doctor a written authority for such refill. This requirement of the present law 
unnecessarily increases the cost of medication and unwarrantedly taxes the 
physician’s time in handling such matters, since the druggist may not even 
dispense the drugs upon a doctor’s phone instruction, because the law provides 
that such order be in writing. Such requirement is not only unnecessarily costly 
and inconvenient to the publiv, but is impractical as well. It just doesn’t make 
sense to require a written prescription for the sale of drugs which the customer 
could purchase without a prescription, dispensed in packaged form, the contents 
of which bears adequate directions for use and proper warnings against use. 

The restriction on the use of the telephone for transmittal of prescriptions is 
contrary to the welfare of the public. It is such a serious obstruction to the 
practice of medicine and the essential service of pharmacy that it must be 
disregarded in many cases in order to save humun lives. The restriction on oral 
prescriptions should never have been made a law. I believe you will agree it is 
ridiculous to have a situation which subjects the pharmacist to the possibility 
of the disgrace of arrest and punishment for professional cooperation with the 
physicians in efforts to minister to the health of the public. 

[ recall an incident which occurred last Christmas. I received an urgent tele- 
phone request from a doctor to deliver a supply of aureomycin to the home of a 
patient sick from ingipient pneumonia, The drug was needed to arrest the onrush 
of the disease. 

I provided the drug on an oral order, though I knew I violated a Federal statute. 
The life of a human being was at stake. I was prepared to suffér the penalty 
for the infraction of the law and it was with an untroubled conscience that I 
delivered the drug. 

One recent afternoon from 3:30 to 6 p. m. I checked on the unavoidable 
violations of the restriction on refills and also on oral prescriptions. I counted 
15, though I try hard to operate a drug store in accordance with the very high 
ethics of pharmacy. All of the violations of the law were necessary to serve the 
physical welfare of 15 people. I would have had to ignore the right thing to do 
in order to comply with the Federal statute involved. I believe you will agree 
with me that the deplorable situation is intolerable. 

The problem resulting from the present labeling requirements is equally un- 
tenable and detrimental to the public interest. In this respect, from the shelves 
of my own drug store, I have furnished Mr. Waller, the NARD attorney, the 
labels of many drug items for his exhibits to be presented to this committee 
which were variously labeled by different manufacturers, to the end that many 
simple drugs and remedies are unnecessarily restricted to sale upon prescription 
only. Many of these items are by one manufacturer restricted to sale upon 
prescription while the same item coming from another manufacturer containing 
full directions, and without the restriction, so that it may be sold over the counter 
without a prescription. 

Such practice can only lead to confusion and uncertainty for the retail druggist 
as well as the public. This confusing promiscuous labeling practice was instru- 
mental in creating a class of irresponsible manufacturers who would market 
many restricted and unsafe drugs by providing directions in competition with 
reliable manufacturers, to the detriment and confusion of the druggist as well 
as the public. This practice resulted in a growing unfair-competition practice, 
not only among the manufacturers but the druggists as well. 

I am informed that S. 1186 provides for the removal of the restrictions touch- 
ing prescription refills and further provides for a single source of determining 
which drug may or may not be restricted to sale upon prescription only. Out of 
my experience as a retail druggist serving my respective community with medica- 
ments, I sincerely declare that the adoption of such a measure will greaty benefit 
the public by reducing costs of medication and assisting the retail druggist in 
his effort to serve his customers more efficiently and more conveniently. 

I appreciate the privilege of bringing you my experiences and sincerely hope 
that it may result in passage of S. 1186. 


Senator Humpnrey. The committee will stand in recess until 10 
o’clock tomorrow morning. 
_ (Whereupon, at 2:10 p. m., Tuesday, September 11, 1951, the hear- 
ing was recessed until 10 a. m. Wednesday, September 12, 1951.) 





TO AMEND SECTION 503 (b) OF THE FEDERAL FOOD, 
DRUG, AND COSMETIC ACT OF 1938, AS AMENDED 


WEDNESDAY, SEPTEMBER 12, 1951 


UNIrep Srares SENATE, 
SUBCOMMITTEE ON HEALTH OF THE 
SENATE ComMMITTEER ON Lasor and Pusiic WELFARE, 
Washington, D.C. 

The subcommittee met at 10 a. m., pursuant to recess, in the Old 
Supreme Court Room, the Capitol, Hon. Herbert H. Lehman (chair- 
man of the subcommittee) presiding. 

Present : Senators Lehman, Hill, Humphrey, and Ives. 

Present also: Kenneth Meiklejohn, staff director, Subcommittee on 
Health; Melvin Sneed, assistant staff director, Subcommittee on 
Health. 

Senator LeumMan. The first witness this morning is Mr. Charles 
Wesley Dunn. 

Mr. Dunn, I understand you represent the American Pharmaceuti- 
cal Manufacturers’ Association. 


STATEMENT OF CHARLES WESLEY DUNN, GENERAL COUNSEL, 
AMERICAN PHARMACEUTICAL MANUFACTURERS’ ASSOCIATION, 
NEW YORK, N. Y. 


Mr. Dunn. Yes, sir. 

Senator Lenman. Will you identify yourself, sir, and proceed with 
your statement / 

Mr. Dunn. Mr. Chairman and members of the subcommittee, I am 
a member of the New York State bar, with offices at 608 Fifth Avenue 
in New York City. I testify for the American Pharmaceutical Manu- 
facturers’ Association—hereinafter called the APMA—of which I 
have been general counsel for nearly 40 years, It is one of the two 
national associations representing the pharmaceutical manufacturing 
industry in this country, which provides the medical profession with 
the essential drugs it uses on a dispensing or prescription basis; and 
it has its offices at 500 Fifth Avenue in New York City. The other 
association is the American Drug Manufacturers Association—here- 
after called the ADMA. The APMA has 218 members, who are lo- 
cated throughout the United States and also in Canada; the foremost 
pharmaceutical manufacturers in that country are members of it; 
and for this reason it is also an international association of the phar- 
maceutical manufacturing industry. The third national association of 
our drug industry is the Propri ietary Association of America—herein- 
after called the PAA—which represents the manufacturers of drugs 
uniformly retailed over the counter on a nonprescription basis. 
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In a further statement of my qualifications to testify before this 
committee, I should perhaps add these observations: 

I have specialized in the food and drug law for the last 40 years, 
and I am also general counsel for the organized food-manufacturing 
industry. I am chairman of the committee on this law of both the 
American and New York State bar associations. I am editor of the 
Food, Drug, and Cosmetic Law Journal, which is the official organ of 
the food and drug law in this country. In addition I am president of 
the Food Law Institute, which is a public organization established by 
the leading food manufacturers for a constructive deve ‘lopment of the 
food and dr ug law through basic research and education in the univer- 
sities of this country. And we have adopted a very broad and signifi- 
cant implementing program. 

These observations are a basis for a statement I will later make in 
the course of my remarks. 

This hearing is on Senate 1186, by Senator Humphrey, and H. R. 
3298, by Representative Durham. ‘They were originally identical 
bills: they were originally sponsored by the National Association of 
Retail Druggists, hereinafter called the NARD; and they were sup- 
ported by the United States Food and Drug Administration, herein- 
after called the FDA, in their original form. 

These bills amend the law of the Federal Food, Drug, and Cosmetic 
Act, hereinafter called the FDC Act, which regulates a retail drug- 
gist’s dispensing of prescription—as distinguished from over-the- 
counter—drugs that originated in interstate commerce; and they con- 
stitute—that is, these prescription drugs—a major part of the drug- 
gists’ retail business in such drugs. The United States Supreme Court 
held in the Su//ivan case (332 U.S. 689) that this Act jurisdictionally 
reaches such intrastate business and may constitutionally regulate it. 

The prescription-drug law of the FDC Act is now contained in sec- 
tion 503 (b) and in administrative regulations under section 502 (f) 
(1). Section 503 (b) now simply we the retail dispensing of 
prescription drugs from certain label requirements in section 502, 
defining the misbranding of all drugs, subject to certain conditions: 
and one of them is that this exemption does not apply to the refill- 
ing of a prescription for a habit-forming drug, named in or under 
section 502 (d), where this is forbidden in the prescription or pro- 
hibited by law. That is the only reference now in this act against 
the refilling of a prescription, This statement has the significance 
that one of the major naeaer of this act is to broaden the Federal 
prescription law of the FDC Act to equally reach the refilling as well 
as the filling of prescriptions for drugs. 

But this exemption prescription-drug law in section 503 (b) now 
supplements the basic prescription- -drug law of the FDC Act, con- 
tained in the regulations under section 502 (f) (1); which requires 
that the labeling of a drug shall bear adequate directions for its use, 
except where it is exempted by administrative regulations. And one 
of the exemptions made by these administrative regulations creates 
the basic law relating to prescription drugs. That law, in effect, 
defines a prescription drug and requires that the manufacturer label 
it with a prescription-restrictive legend and provides that a retail 
druggist shall only dispense it on the basis of a prescription by a 
licensed physician, dentist, or veterinarian. A prescription drug is 
thus defined to be one which, because of its toxicity or other potential- 
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ity for harmful effect or the method of its use or the collateral measures 
necessary to its use, is not generally recognized among experts quali- 
fied by scientific training and experience to evaluate its safet ty and 
eflicacy, as safe and efficacious for use except by or under the super- 
vision of a physician and so forth. This is an objective definition 
of a preser iain drug written by the FDA: itself, that is, by the Gov- 
ernment itself, and long effectively used by it to enforce the FDC 
Act; which has never been challenged by the courts. 

I will confine our further discussion of these bills to H. R. 3298, 
because it has passed the House in a revised form; and it a hase 
to make three comments on it. 

The first comment is that this bill has four significant purposes, 
broadly speaking, which the APMA heartily approves. And these 
purposes have all been written into this bill in the form it passed 
the House. 

The first purpose is to make the prescription-drug law of the 
FDC Act a truly adequate protection of public health, by duly re- 
stricting the retail dispensing of dangerous drugs to a prescription 
basis. 

The second purpose is to consolidate the entire prescription-drug 
law of this act in section 503 (b), whereby it is a wholly statutory as 
distinguished from an administrative law, and a comprehensive 
positive law. 

The third purpose is to liberalize the existing prescription drug 
law of this act, whereby it appropriately permits oral (in addition to 
written) prescriptions that are promptly reduced to writing and 
filed by the pharmacist; and also whereby a prescription drug dis- 
pensed in compliance with this law is appropriately exempted from 
additional label and labeling and packaging requirements in section 
5OL. 

Senator Humenrey. Mr. Dunn, I would like to get some clarifica- 
tion of this point. I know that you are very familiar with all these 
provisions of the Food and Drug Act. You said, and I quote, “and 
also whereby a prescription-drug dispensed in compliance with this 
law is appropriately exempted from additional label and labeling and 
packaging requirements in section 502.” Would you like to develop 
that ? 

Mr. Dunn. Could I do that later, Senator Humphrey ? 

Senator Humpurey. Surely. 

Mr. Dunn. Because I want to get my statement as a whole before 
you in its continuity. 

Senator Humpurey. I will withhold my question, and you can 
come back to it. 

Mr. Dunn. Then I will look up the provision in the act and give 
you an exact answer. 

Senator Humeurry. Thank you. 

Mr. Dunn. The fourth purpose of this House bill in its revised 
form is to strengthen the existing prescription-drug law of this act— 
and this is the major purpose of the bill—in section 503 (b), whereby 
it appropriately prohibits any unauthorized refilling (as well as fill- 
ing) of a prescription by the retail druggist; and also whereby the 
conditions for exempting a prescription drug from the above require- 
ments in section 502 are duly broadened; and further whereby the 
required restrictive legend on the label of a prescription drug, that 
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is added by the manufacturer, is simplified. The new legend which 
the pharmaceutical manufacturer will then use is “Caution: Federal 
law prohibits dispensing without prescription”; whereas the existing 
one is “Caution: To be dispensed only by or on the prescription of a 
physician” (or alternatively dentist or veterinarian). 

But we should go on to’ note here, simply for the information of 
this subeommittee, that on the other hand H. R. 3298 cuts down the 
existing prescription-drug law of the FDC Act, by eliminating its 
application to animal (as distinguished from human) drugs which 
are prescribed by a veterinarian. We should also note that the new 
preseription-drug law a by this bill substitutes the term “prac- 
titioner licensed by law” for that of “physician,” and so forth; but 
it does not define this broad term. These are purely inbhaneal com- 
ments. 

The Durham bill, as it was revised by the House, accomplishes all 
these purposes and creates a new and very strong prescription drug 
law, which is an effective protection of public health in the cireum- 
stances, In my opinion. 

The second comment is that the revised prescription-drug law pro- 
posed by H. R. 3298, when it was introduced and as it was reported 
by the House Commerce Committee, substituted an administrative 
(for an objective definition) of such a drug as the basic definition; 
that is, substituted an administrative definition for the present objec- 
tive definition created and used by the FDA. This administrative 
definition was effective to empower the Administrator of the FDC Act 
(now Oscar R. Ewing) broadly to determine what drugs must be 
dispensed on prescription or may be retailed over the counter; and 
to do so virtually in the exercise of his administrative discretion. For 
while it was provided that his definition must be supported by scien- 
tific evidence and is subject to court review, he would have no dif- 
ficulty in securing enough scientific evidence to support his definition 
in each instance despite the existence of other scientific evidence 
against it. 

The major national associations of the medical profession and the 
drug industry united in opposing this substitution of an administra- 
tive definition of a prescription drug, and it is significant that this 
substitution was equally opposed by the American Pharmaceutical 
Association, representing the very pharmacists who are required by 
State law to supervise prescription-drug sales by the retail druggist. 
These associations all together opposed such an administrative defini- 
tion of a prescription drug, because it practically results in a Govern- 
ment control of the medical profession and drug industry, which is 
basically unsound and practically unnecessary. And the House re- 
placed this administrative definition with an ‘objective one, by a de- 
cisive 141-to-45 vote reached after a 2-day debate. 

The third comment is that in thus writing an objective definition of 
a prescription drug into H. R. 3298, the House eliminated its reference 
to eflicacy ; whereby a drug is placed on a prescription basis solely for 
the reason of safety. The revised definition is found in lines 9 to 11 
on page 1 and lines 1 and 2 on page 2 of this bill, and it follows the 
form of the present FDA objective definition of a prescription drug 
except in two respects. It eliminates the reference to efficacy, and it 
also eliminates the reference to scientific evidence supporting the 
definition. 
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This brief review of S. 1186 and H. R. 3298 is a sufficient founda- 
tion now on which to state the APMA position with respect to them. 
That position is defined in a written and signed statement jointly 
made by the NARD, APMA, ADMA, and PAA, which has been filed 
with the Senate Committee on Labor and Public Welfare. I under- 
stand it was filed yesterday. It suggests that H. R. 3298 be amended 
in two respects and that $8. 1186 be amended to conform with amended 
H. R. 5298, and that the committee then approve this revised prescrip- 
tion-drug law of the FDC Act. 

Now let us consider these two amendments which have been pro- 
posed in this agreement between the national associations of the drug 
industry and trade. 

The first amendment of H. R. 3298 thus suggeste dd inserts a period 
after the word “sentence,” in line 19 on page 3, and deletes the re- 
mainder of such paragraph. This amendment applies only to a drug 
which may be safely and lawfully sold by the manufacturer on an 
over-the-counter basis, under the FDC Act. It does not apply to 
a prescription drug. It applies to the reverse of that, what we call 
an over-the-counter drug. The effect of this amendment would be, 
for example—and it is important to note the practical effect of this 
amendment—to permit the manufacturer of an important: pharma- 
ceutical drug in this over-the-counter category, to continue the tra- 
ditional policy in the pharmaceutical industry of alternatively stating 
on its label that it should be used in the dosage indicated thereon or 
directed by a physician. That is the traditional policy of our indus- 
try and has been since it was established. 

Now, this is a basically sound policy of labeling for such a phar- 
maceutical drug sold over the counter from a public -health stand- 
point, which is “the st: undpoint we must consider in dealing with the 
FDC Act, because while this drug can be safely used without med- 
ical supervision, it may perhaps be better used with that supervision, 
and in any event the user of this drug is entitled to have that option, 
for discretionary exercise to secure the medical care he desires. Con- 
sequently, this is a perfectly sound amendment, and it would be a 
disservice to the country to eliminate this amendment, from a public- 
health standpoint, because I think it would reduce the level of medical 
care which we should have in this country. 

Now, I am sorry to say that the second amendment of H. R. 3298, 
thus suggested in this agreement, is in a wholly different category. 
For it amends section 303 (c) of the FDC Act. which deals with a 
criminal prosecution under it, whereby a retail druggist is wholly 
exempted from criminal prosecution for seriously viol: ating it. To 
be exact, the amendment applies only to a true over-the-counter drug, 
as distinguished from a prescription drug; it refers to a violation of 
section 502 (f), which requires that the labeling of such a drug shall 
bear adequate directions and warnings; and it provides in effect that 
a druggist shall not be liable to a criminal! prosecution for retailing 
such a drug without the adequate directions and warnings thus re- 
quired by our national drug law, if he simply follows the directions 
and warnings used in the labeling of the drug when he bought it, 
and if he does so in “good faith.” 1 put the words “good faith” in 
quotations. Now, the APMA, the organization I have the honor of 
representing, unwillingly approved this amendment, and it did so 
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solely because it was very urgently requested to do so for a united 
drug industry and trade action at these hearings. But I cannot per- 
sonally approve this amendment, consistent with my deep professional 
obligation to the food and drug law and in view of the positions that 
I hold professionally in the field of this law. For it is a basically 
unsound amendment on the very face of it, because its good-faith 
provision is actually a joker which can be effectively used by those 
who desire to misuse it to defeat a justified criminal prosecution under 
this act; and such an amendment is on a par with that repeatedly 
rejected by Congress in the past, which makes a criminal prosecution 
under this act depend on proof of an intent to violate it. If the 
Government is required to prove an intent to violate the act in a 
criminal prosecution, or a want of good faith, where a violation ac- 
tually occurred, you have placed a burden of proof on it which may 
be impossible to carry in perhaps a grave or serious situation. 

Now, it may be argued that section 303 (c), which is the section 
here amended, now contains an analogus good-faith exemption from 
criminal prosecution under this act, which it actually does. For it 
prov ides, in effect (sec. 303 (c) (1)), that a retailer may be exempted 
from a criminal solutes of the act if he acted in good faith and 
where, on demand of the Government, he supplies the name and 
address of his vendor of the article in question, and other specified 
information. 

The answer to this argument is clear. I happen to know just how 
that exemption got into this act, because I worked very closely with 
Senator Copeland for 6 years in the development of this national food 
and drug law. The answer is that this exemption is also basically 
unsound, and it was forced into the act by pressure tactics. But the 
FDA has been able to give this exemption a limited construction 
which importantly prevents its misuse. 

I would like to go on to make a few more observations, Mr. Chair- 
man, if 1 may, about this amendment. One may inquire why the 
retail druggist is given his good-faith exemption from an actual 
serious violation of the FDC Act, when there is no similar exemption 
in it for the retail food dealer, who is in precisely the same position 
when he buys and sells food products on the label of which the manu- 
facturer makes basic nutritional representations, which may or may 
not be so. 

One may also inquire why the retail druggist is given this broad 
exemption, when the State Jaw requires his business to be supervised 
by a registered pharmacist who has been trained in the science of 
drugs and has been put there for the very purpose of safeguarding 
the retail drug business. The pharmacists of this country proudly 
boast, and properly so, of the high degree of scientific care with which 
the retail drug business is conducted under the supervision of these 
trained pharmacists all over America in every drug store. 

Now, on the other hand, there is the fact, of course, that the retail 
druggist is in a difficult position where he buys a drug from the manu- 
facturer that contains highly technical directions about the adequacy 
of which even a trained pharmacist in the retail drug store may per- 
haps not have sufficient information. 

Senator Humpurey. You are speaking now of the over-the-counter 
drugs ¢ 
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Mr. Dunn. Yes, sir; only of the over-the-counter drugs. I am not 
speaking about prescription drugs at all. 

The act itself provides a remedy for that situation, Mr. Chairman, 
by giving every retailer in this country the option of securing a guar- 
anty from the manufacturer of every food, drug, or cosmetic product 
he sells, by virtue of which the manufacturer assumes legal responsi- 
bility for it under the act. 

On the other hand, if a retail druggist desires himself to assume the 
legal responsibility in the sale of his drugs under this act, and not to 
shift that responsibility back on the manufacturer through a guaranty, 
then he is not in a position to come before this ¢ ommittee and ask for 
an exemption from criminal prosecution on such a basis as is involved 
in this amendment. 

Senator Lenman. May I ask a question ? 

Mr. Dunn. May I just complete my statement? Then I will answer 
all questions very gladly. But I would like to get the whole statement 
before you. 

Senator Lenman. Certainly. 

Mr. Dunn. Finally, I would just like to say this, Mr. Chairman: 
The House revision of the Durham bill has ame onded the prescription- 
drug law of the Federal Food, Drug, and Cosmetic Act in all of the 
basic respects, in my opinion, that are required to protect the public 
interest, from the standpoint of requiring that the sale of dangerous 
drugs by the druggist must be on a prescription basis from either a 
filling or refilling standpoint. The only difference of opinion, aside 
from these two new amendments, is about the definition of a prese rip- 
tion drug. And there is no doubt, in my own mind, as one who is 
devoted to the public policy of this law and would not tolerate any 
action whatever to break it down, that the sound definition is the objec- 
tive one which the House has written into the FDC Act, and which 
the FDA itself originally conceived and has successfully used. 

Please bear in mind that the legislative philosophy of the Federal 
Food, Drug, and Cosmetic Act, from its ver y beginning and today, is 
to provide an objective regulation of the food, drug, and cosmetic 
industries by setting up standards of conduct and then requiring com- 
pliance with these standards; as distinguished from placing such 
industries under an advance Government control of their daily con- 
duct. And so throughout the act, you will find various objective 
definitions of adulteration and misbranding. 

The basic definition on the misbranding of drugs is, for example, 
that you cannot use any false or misleading representation. That is 
an objective standard. Then it is a question of fact whether or not 
one has violated this standard, 

In the case of the composition of foods, for example, the act says you 
cannot add any deleterious ingredient which renders the food injurious 
to health. That is also an objective standard which has been in this 
act from its beginning and has kept the food of our country on the 
highest level from the standpoint of wholesomeness and purity. 

So that in continuing the objective definition of a prescription drug 
here, we are simply following the legislative philosophy of the Federal 
Food, Drug, and Cosmetic Act which has been successfully used 
throughout all these years. 
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Now I am through, and I would be happy to answer any questions. 
Senator LeHmMan. Senator Humphrey ¢ 

Senator Humrnrey. Yes. I would like first to go back to the point 
of clarification which I roam when you were on page 2 of 
your statement. As I understand it, Mr. Dunn, the administrative 
regulation which the Food and arg Administration has promulgated 
through the Administrator of the Federal Security Agency has been 
included in the House bill as a statutory provision. 

Mr. Dunn. With two exceptions. The reference to efficacy was 
eliminated in the House. 

Senator Humpurey. Yes. 

Mr. Dunn. And also the reference to the necessity for supporting 
the classification by competent scientifie evidence. 

Of course, this reference is implied, because you can’t make a defi- 
nition of prescription drug, unless you have scientific evidence to 
support It. 

Senator Humeurey. I would have assumed that. 

Mr. Dunn. So the only controversy there would be about the 
omission or addition of the word “effic acy.” 

Senator Humrnurey. Would it be your view, as one with great ex- 
perience in the workings of this act, that the statutory definition 
provision in the House bill would permit the Administrator to pro- 
mulgate rules as to testing or scientific evidence to support a definition 
of a prescription drug / 

Mr. Dunn. My answer is this: it has been customary, over all 
these years, since our national Food and Drug Act was first enacted 
in 1906, in dealing with these objective definitions of misbr: anding 
and adulteration, for the Administrator to issue advisory statements. 
Only recently the Administrator issued an advisory statement of a 
warning that ought to be used on the label of a certain drug. It was 
pe micillin. 

The whole pharmaceutical industry of the country today is oper- 
ating and will operate on the basis of this advisory statement. Where 
an eflicient advisory statement is right, they will follow it. Where 
it is wrong, they will take it up with the FDA and iron it out. So 
that you actually have your remedy right now on that advisory 
basis. 

Senator Humpnrey. In view of your cautious, and, I would say, 
circumscribed remarks about that—and I appreciate the necessity for 
that type of statement—would you be averse to a proviso in that 
portion of the House bill that re |: ates to the definition of : L prescrip- 
tion drug to this effect: that nothing herein shall in any way deny 
the Administrator the authority or the power to promulgate such 
rules and regulations as may be necessary to determine properly by 
scientific standards and tests a prescription drug / 

Mr. Dunn. I would be absolutely opposed to such a provision, be- 
cause you are simply, in effect, restoring an administrative definition 
of prescription drugs and giving to the United States Government the 
great power of saying to the medical profession what drugs it must 
use only on a prescription-drug basis, and of saying to the general 
public what drugs it can only buy over the counter. Now, that power 
should not be lodged in the Government. That is a basically unsound 
power. 








AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 111 


Senator Humeurey. Mr. Dunn, the drug industry has been getting 
along for some time under an administrative definition of a prescrip- 
tion drug. 

Mr. Dunn. But, Senator Humphrey, may I say that we have not 
been getting along at all on the basis of an administrative definition of 
a prescription drug. What has actually happened is this: That the 
pharmaceutical manufacturer consults the medical profession in the 
developing of its drugs and determines what drugs shall be sold on a 
prescription basis through the advice of the medical profession, which 
is the only competent body in this country to decide that question. It 
has not gone to the Government at all, in any respect, and asked for a 
Government determination of what is a prescription drug or what is 
an over-the-counter drug. 

Senator Humenrey. Mr. Dunn, I think you have misunderstood 
me. You would agree, wouldn’t you, that the Food and Drug Admin- 
istrator has promulg: ited a definition of a prescription drug? 

Mr. Dunn. Yes, sir; an administrative definition. 

Senator Humpnrey. In the regulations ? 

Mr. Dunn. Yes, sir. 

Senator Humrurey. He has not defined anything at all in regula- 
tions ¢ 

Mr. Dunn. Senator Humphrey, the definition which is now in the 
administrative regulations is wholly an objective definition. 

Senator Humpnrey. I do not want to engage in a semantic discus- 
sion here with you. What I want to know is whether the Adminis- 
trator has promulgated an objective definition of a prescription drug. 

Mr. Dunn. The answer to that is clear. 

On the one hand, the FDA has properly and necessarily made an 
objective definition of prescription drugs, which is applied on the 
basis of the advice of the medical profession and not of the United 
States Government; and, on the other hand, the FDA has never 
attempted to dictate what drugs should be sold on a prescription basis 
or what drugs may be sold over the counter. 

Senator Humrurey. Allright. Ishall not belabor the point. The 
only thing I am trying to find cut is this: You propose to put into 
statutory language a definition which has already been promulgated 
by regulation. This definition in the bill passed by the House act has 
been taken virtually word for word from the present regulation. In 
doing so it has been transformed from an administrative provision 
into a proposed statutory provision. Is that correct? 

Mr. Dunn. That is correct. But the point is not that. That is 
merely a statement of its history. 

The basic point is that what the House has done is to decide the 
fundamental question of public policy, that this act shall contain an 
objective definition of prescription drugs and not an administrative 
one. 

Senator Humpurey. Allright. I do not argue with you about that 
atall. But, for example—I read : 

A prescription drug is thus defined to be one which because of its toxicity or 
other potentiality for harmful effect or the method of its use or the collateral 
measures necessary to its use, is not generally recognized among experts qualified 
by scientifie training and experience to evaluate its safety and efficacy, as safe 
and efficacious for use except by or under the supervision of a physician, 
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The layman isn’t going to grab these words too quickly. 

Now, how do you really “find out what is the toxicity of a drug? 

Mr. Dunn. In the process of the development of a new drug, the 
pharmaceutical manufacturer has to determine two questions, of 
course. One is the question of toxicity, and the other is the question 
of efficacy. 

Now, the question of toxicity is first determined by the manufac- 
turer in the laboratory, or through some scientific agency which he 
employs. And if the laboratory experiments show that the drug is 
not toxic to the experimental animals, then the next step is to prov vide 
for its clinical use by the profession to see, on an experimental basis, 
whether perhaps it may have some toxic effect on human beings that 
is not disclosed by the experiments on animals. 

Now, that is a purely scientific question, which is first decided in the 
laboratory, and secondly, is determined by clinical experience on a 
control basis. 

Senator Humpnrey. I understand that very well. 

Mr. Dunn. Now, coming to the question of efficacy, then the phar- 
maceutical manufacturer determines the question of the efficacy of a 
new drug by available laboratory experiments on animals, and finally 
through having the medical profession clinically use the drugs on pa- 
tients and determine whether or not, for example, cortisone is actually 
good in the treatment of arthritis, or what kind of arthritis. 

Senator Humpurey. A good example was the use of Kappadione. 

The University of Minnesota conducted those experiments on every 
student that came in for years. 

Mr. Dunn. But the point I am making, Senator Humphrey, is that 
all this experimental action by the pharmaceutical industry is today— 
and it has always been—entirely separate from the Government. The 
Government only comes in when a manufacturer submits a “new 
drug” : app lication to the FDA based on such action. 

The manufacturer himself determines these questions originally, as 
he should do, in his laboratory, and in consultation with the medical 
profession. 

You know, as one who has had long experience in the drug trade, 
that that is a sound process for developing drugs and for determining 
their toxic and efficacious character. 

Senator Humrpurey. I have no objection to that. In fact, I think it 
is highly commendable. I would not want the Government to dupli- 
cate facilities. 

Mr. Dunn. What we don’t want is a transferring of this whole thing 
to the Government, to let it instead decide for us what we are going to 
do in the selling of drugs in the United States. 

Senator Humpnrey. You are making a broad statement there, for 
a cautious man, Mr. Dunn. What I am trying to get at is this: "Are 
you willing, under the terms of this statutory provision, to make it 
explicit in the law, and not implicit in the law, that once these experi- 
ments and these tests have been made within the normal processes and 
practices of the profession, the Food and Drug Administrator shall be 
empowered to promulgate such rules and regulations as he may deem 
necessary based on the results of these experiments, so as to leave no 
room for doubt as to what is a prescription drug. 

Mr. Dunn. We are absolutely opposed to any administrative defini- 
tion of a prescription drug. It is fundamentally unsound, and it is 
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practically unnecessary. The whole medical profession and drug in- 
dustry of this country, Senator Humphrey, oppose it without any 
qualification. 

Senator Lenman. That may be, but let me ask you this question. 
You refer in your statement to objective definitions, and you object to 
administrative definitions as opposed to objective de finitions. 

Mr. Dunn. Yes, sir. 

Senator Lenman. That is all right. But who is to determine, in 
the case of doubt or question, as to whether a drug, particularly a new 
drug, meets your definition of objective tests ? 

Now, I have the highest admiration and respect for the pharmaceuti- 
cal industry. I think it has done wonders. And certainly 99.9 per- 
cent of the organizations are thoroughly to be trusted. But there may 
be some that may not be as careful or as scrupulous in their tests or in 
their desire to protect the public as the great mass of pharmaceutical 
manufacturers. And the one thing that bothers me about your state- 
ment is that, assuming it is right to accept an objective definition 

rather than an administrative definition, somebody must determine 
whether a drug meets the requirements of the objective definition. 

Mr. Dunn. That is a fair question. I have indicated the answer to 
it, and I will now try to be more explicit in my answer to it. 

I would introduce my answer, Senator Lehman, by saying this: it is 
a fact—you know it as well as we all know it—that actually the phar- 
maceutical industry of the United States has developed the highest 
drug standards for the American people that have ever been attained 
anywhere. 

Now, the process of determining the toxicity and efficacy of 
drug, which I have described, in the pharmaceutical industry, first 
in the laboratory and secondly through the medical profession, ade- 
quately answers the questions of toxicity and efficacy from the stand- 
point of protecting the public health. 

Now, of course, there will always be exceptions to this. process, 
because man is an imperfect person, and there are some who will not 
do what is right. That is why we have the criminal provisions in 
this act. And I should add here: In all of my 40 years of dealing 
with the various administrative departments of the United States 
Government, I have found none that begins to compare with the 
United States Food and Drug Administration in the efficiency of its 
administration of this act, and running down and punishing the 
exceptional violators. 

Furthermore, as a rule there is no difference of opinion either 
between the pharmacists who serve the retail druggists or the scientists 
who operate a pharmaceutical manufacturing business, as to what 
drugs ought to be sold on a prescription basis, where they are of a 
serious character.” Take the barbiturates, for example; everybody 
knows those drugs ought to be sold on a prescription basis only. They 
are now labeled with a prescription legend invariably. And even if 
the manufacturer should wrongfully leave that prescription legend 
off of the label of barbiturate drugs, the retail pharmacist knows that 
this drug should only be sold on a prescription basis; and if he doesn’t 
sell it on that basis, regardless of the error of the manufacturer, he 
should and would be held responsible under the law. 
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That brings us down only to what we call the marginal cases, the 
exceptional cases, where there may be a difference of opinion as to 
whether a drug should be dispensed on a prescription basis or not. 

Now, these are exceptional cases, mind you, not the rule. Where 
there may be a difference |etween you and Senator Humphrey and 
me as to whether this particular drug ought to be sold on a prescription 
or on an over-the-counter basis. Let us take the common drug, 
aspirin, that we all use. I have heard people say that aspirin ought 
to be retailed on a prescription basis only. And yet it is generally sold 
over the counter, as we all know. 

When we deal with this marginal situation, then there should be an 
effective voluntary cooperation between the medical profession and the 
pharmaceutical industry and the drug industry otherwise, and the 
FDA in ironing out the questions it presents. 

We have had, in the pharmaceutical industry for 25 and more 
years, What we call a contact committee. It isa joint committee of the 
two national associations of the pharmaceutical industry. It is a 
scientific committee that is appointed to iron out doubtful scientific 
questions that come up under this national drug law, with the medical 
profession and the FDA. It has done a magnificent job. I am sure 
vou will find that the representatives of the Food and Drug Admin- 
istration will confirm this statement. 

And there is no reason in the world—and I, in fact, have suggested 
this to my own organization—why this contact committee should not 
be broadened so as to take care of these marginal prescription-drug 
questions that you mention, Senator Lehman. And I am sure they 
could be easily ironed out in another year or so, so that all this con- 
troversy over them would be duly eliminated. All you need is a sound, 
objective definition of a prescription drug in the FDC Act, and con- 
structive cooperation in the industry and with the medical profes- 
sion and the FDA, to iron out doubtful application questions, and you 
have got a complete ‘ly satisfactory regulatory situation. 

Now. doesn’t that make sense ¢ 

Senator Humpnrey. It makes sense. I just want to stick to the 
point, and I think I have a very legitimate reason for doing so, that 
vou will have cases where the issue isn’t black or white, where there 
is a relatively close decision to be made, and there may be conflict 
between the manufacturer, on the one hand, and the Food and Drug 
Administration, on the other, as to what is a prescription drug. The 
objective standard, Mr. Dunn, to be quite frank with you, is not al- 
ways entirely objective, « except in words, Objectively can only be 
determined by scientific analysis and test. 

Mr. Dunn. That is what the standard says. 

Senator Humpurey. Allright. Now, lam not asking that the Gov- 
ernment set up its own laboratories for the purpose of scientific 
analysis and test. I am opposed to that kind of duplication of serv- 
ice. I dosay, however, that in some instances the public interest may 
be best protected, not. by somebody who is anxious to get a drug—not 
a new commodity, necessarily, but perh: aps a revised drug—out on the 
market in order to get a good faney profit out of it, but rather by some 
one who is not at all interested in the profits or the business involved, 
but in protecting the public health. 

Mr. Dunn. Now, the answer to that, Senator Humphrey, the very 
plain answer, is this: as a rule, there would be no difficulty in the con- 
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tact committee working in the way that I have said to reach an agree- 
ment with the FDA. But let's assume now that there is, after all this 
discussion on the highest level between the industry and the medical 
profession and the FDA, a difference of opinion, and the FDA says, 

“You are all wrong, and we think this drug ought to be sold on a 
prescription basis, notwithstanding all that you say to the effect that 
it can be safely sold over the counter.” All right. Now, that is a very 
exceptional and incidental situation. We do not want to exaggerate 
it. ee it is nothing more nor less than that. And when we do 
get to that point, the FDA has the strong arm of the criminal enforce- 
ment of this law, which is the most effective remedy it could have to 
correct any situation which is actually wrong. 

Don't let us in Congress get into the position where we unnecessarily 
extend Government control of the drug industry and medical profes- 
sion. And my point at this hearing is that we would do so by writing 
into the act an administrative definition of drugs in lieu of an objective 
one. Because there you would have a basic Government control. 

We have a satisfactory objective definition. The objective definition 
is working. All this talk about its not working is dealing with the 
incidental exceptions and not with the rule. And it is not dealing with 
the most serious drugs of this country, which are actually retailed on 
a prescription basis, as a rule. 

Senator LeuMan. While you are on this question, I would like to 
ask you this. [am asking you for information. 

You made the statement, I believe, that coal-tar drugs should be sold 
on a prescr ipt ion basis. 

Mr. Dunn. I spoke of barbiturate products, Senator. 

Senator LenMan. The barbiturates are coal-tat products, al 
not ¢ 

Mr. Dunn. Tam not much of a chemist, Senator. I believe so. 

Senator LenmMan. Would phenobarbital come in that classification / 

Mr. Dunn. Yes. 

Senator LeHMan. Now, my recollection is that for a very long time 
phenobarbital was sold in New York State without prescription. I 
have no doubt that it may be sold today in certain States without a 
prescription; of couyse, not in interstate commerce, but otherwise. It 
finally was decided that a prescription would be required for the dis- 
pensing of phenobarbital. How did that come about? Was that done 
by law ¢ 

Mr. Dunn. It is an evolutionary development. In the first place, 
it was not until the Sullivan decision by the United States Supreme 
Court, which was handed down 3 years ago, that anyone knew that 
the FDC Act could reach down and control the retail business in drugs 
and foods. In the second place, it is because of the very situation you 
have described, especially in the selling of barbiturates, these sleeping 
pills, without a prescription, with harmful and sometimes fatal results, 
that we are now trying to strengthen this act to prevent that very 
situation, 

That is the point of it. We are trying to correct that thing, here, 
now. And we couldn’t have done so before the Sullivan decision, be- 
cause it was generally thought that the Federal Food, Drug, and Cos 
metic Act, being a national law, did not control a retail business. 

Senator Leuman. But my recollection is—and Senator Ives is 
probably more familiar with it than I am, because he was majority 
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leader of the legislature—that the suggestion that a prescription would 
be required for the sale of phenobarbital—I do not know about the 
other derivatives—was not instigated either by the pharmaceutical 
trade or the retail trade, but was the subject of legislation in the New 
York State Legislature. 

Mr. Dunn. That is right, and that is true in many States. Now, 
here is another point, Senator. 

Senator Ives. May I interrupt, there? 

Mr. Dunn. Yes, Senator Ives. 

Senator Ives. The gentleman who had probably more to do with 
drafting the present pharmacy law in our State than any other one 
person is here, Mr. Hoge, who is sitting over there. And I suggest that 
that question be leveled at him when the matter comes up. I think his 
recollection would be very accurate on that. But my recollection is 
in line with what you have had to say. 

Mr. Dunn. Mr. Chairman, here is another background fact that 
helps you to get a perspective on this situation. The slowness of the 
development of the national drug law to control a retail prescription 
drug business has also been due to another circumstance, and it is that 
it has been the traditional policy of the medical profession and the 
professional pharmacy to regulate the retailing of drugs from a 
State level rather than from a Federal level. 

Senator Ives. May I say here that in the drafting of that act, we 
tried to coordinate the matter with the two areas as well as we could. 
But I think if it should be desirable to explore this matter, Mr. Hoge 
is the one we should do the exploring with, because he is the one who 
is familiar with it in the State of New York. 

Senator Humpnrey, I just want to make this observation. 

‘The House, by deleting the word “efficacious,” I think has seriously 
weakened the definition of a prescription drug. Because merely to say 
that a drug is safe does not mean a thing. It simply means it will not 
kill you, will not hurt you. 

[ think you have commented on this matter to some extent when 
you said that experts and scientific men oftentimes disagree. You 
can get points of view on both sides of a scientific question. Now, my 
position, and I want you to know it, since I haye some very de finite 
views on this measure, is that when you set up an objective definition 
of a prescription drug, and you insert in it language requiring an 
evaluation as to its toxici ty and i Its potentiality for harmful effect 
and as to whether it is generally recognized among experts qui alified 
by scientific training and experience to evaluate its safety and efficacy, 
as not safe or efficacious for use without prescription, you are apt to 
get a very wide difference of opinion. In the history of the drug 
profession this wide difference of opinion has been very frequent and 
very common. As aman who is experienced in it, you know that, I 
am sure, Mr. Dunn. 

I have been in pharmacy classes where professors themselves dis- 
agreed as to the safety or the efficacy of a drug, where we have had 
long debates and long discussions as to the safety or the efficacy of a 
drug or its harmful or lack of harmful effect. There can be real, 
legitimate argument over many drugs in the Pharmacopoeia itself. 
So no one can contend.that there is any unanimity of opinion that a 
drug is not harmful and has no har mful effects. That just is not true. 

Mr. Dunn. Lagree. I have stated that myself. 
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Senator Humpnrey. Therefore, my position is that in that ares 
where the shadows come in, the public interest must be protected. 
Now, I have your point of view, and I have given you mine. I do not 
want to belabor the matter. 

Senator Ives. May I raise a rather important point ? 

How do we know the Government is going to decide it any more 
accurately than somebody else ? 

Senator Humpurey. You do not know it. The only thing you 
know from the long history of drugs is this: Many times new drugs 
are put on the market, and 6 years later they are found out not to be 
eflicacious, and 5 or 6 years later they are found out not to be safe. 

Every drug house goes through the process of trying to relieve or 
diminish the toxicity of their drugs. The best example of that is 
veronal and the barbiturates. The only reason you have had these 
other products put on the market is that they are supposed to be less 
toxic, te assimilate more quickly, and to give a greater therapeuti 
effect. 

[ have studied this business. It is not possible for anyone to say 
that any drug is, per se, eflicacious and safe. There are honest dif- 
ferences of opinion. And I say where you have that honest difference 
of opinion, the man who has an investment in the business of selling 
the drug ought not to be the one to make the final decision. 

We have many examples where the public health has been hurt. 
And believe me, that has occurred in a lot of over-the-counter sales, 
to be sure, and in some of the prescription items. 

Senator Ives. May I ask a question of my good friend ? 

You would not go so far as to say that no new drug could be used 
unless the Federal Government declares it to be all right 4 

Senator Humrnrey. As a matter of fact, that is what the present 
law does. 

Senator Ives. But what you are talking about is to have the whole 
thing lodged finally with the Government, is it not ? 

Senator Humrpnurey. No. I think Mr. Dunn has made a fine pre- 
sentation here, and I have the greatest personal and professional 
respect for him, as he knows. 

I think that the objective definition is excellent. T think that the 
House made a very sound forward step in making that objective 
definition. 

[ on ly say that nothing in that objective definition of a preser iption 
drug should deny the Administrator, in those areas of reasonable 
doubt as to what is a prescription drug, the right to make an ad- 
ministrative regulation. 

Mr. Dunn. Senator Humphrey, IT want to say this, to clarify our 
mutual discussion, constructive discussion, of this situation. 

You are quite right, of course, that there always will om to the end 
of this world, some difference of opinion as to whether or 1 ot certain 
drugs ought to be sok | on a pre crip ition or a non preseri ion ba 31S. 
But the enactment of this new powerful prescription drug ao which 
we are now considering, and which I hope will reach the statute books 
soon, Will stimulate a solution of this problem by the processes which 
[ have outlined, that are perfectly normal and perfectly natural. 

Senator Humpnmrey. I would agree with that. 

Mr. Dunn. Now, my second point is this. I would have to hon- 
estly agree with you that an objective definition should refer to effi- 
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cacy as well as safety. I only object to the word “efficacy” where it 
is in an administrative definition instead. Because then, in that 
situation, you create in the Government the power to say what are 
eflicacious drugs, and you take this power away from the medical 
profession, where it belongs. 

Senator Humeurey. I do not think there is too much disagreement 
on this, Mr. Dunn. I surely appreciate your thoughtful presentation 
of it, and you have been a very helpful witness, as far as I am con- 
cerned. 

Let me direct your attention to page 4 of your statement, and then 
I will conclude.” That is where you discussed the proposal to place 
a period after the word “sentence,” thereby deleting the rest of that 
paragraph. That looks innocent on its face, but I think that you have 
made a very telling observation here, which I had not noted yeste rd ay. 

The change is on page 3, line 19 of the bill, is it not, the word “sen- 
tence”? 

Mr. Dunn. Yes, sit 

Senator Humpurey. The part that you would delete is “or any 
other statement which represents or implies that the dispensing of the 
drug without the prescription of a licensed practitioner is prohibited.” 

Now, Eli Lilly puts out a nice product known as Multicebrin, a 
Vitamin product. That little bottle of the capsules or pills—they are 
je lly Cc apsules of vit: umins has on it: “Dose, one a di: ay under super- 
vision of a physician. 

Mr. Dunn. That is right. 

Senator Humpnrey. Well, now, that does permit, for example, a 
family like my own to take one a day. But the observation there, 
while it is not a caution exactly, alerts us to the fact that possibly if 
we are going to give a child one of those capsules a ci LV nk iybe we ought 
to call up our doctor and see whether or not one a day is proper. 

Mr. Dunn. Don’t you think that that is a sound thing from the 
public’s standpoint ¢ 

Senator Humpurey. I think that is a sound thing. 

Mr. Dunn. I approve of that myself. 

You see, here is the distinction : On the one hand, you have to require 
the retail druggist to sell dangerous drugs only on a prescription basis. 
On the other hand, you have to consider what is the best method of 
labeling important over-the-counter drugs, from the standpoint of 
public health. 

Now, I say that from the standpoint of my own family—and I am 
sure you will agree with me from the st: wndpoint of your family, too— 
I would prefer to have a label on these important drugs which I buy 
all the time that are perfectly safe which suggests to me that perhaps 
I had better consult my physician and use that drug under medical 
supervision. 

I know that that would be a good thing for the American people, 
and I compliment the Eli Lilly Co. for so steadfastly adhering to this 
policy. 

Senator Humeurey. I think that is a very good observation, and I 
am glad to get your observation. 

Now, I think we ought to look at this good-faith section a bit more. 
I was impressed by your discussion of the limitation of liability and 
the good-faith clause. I want to say that it appears that there was 
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some higgling and jiggling done here, if you do not mind my personal 
observation, 

Mr. Dunn. That was a trade. 

Senator Humpurey. Well, that is a fine way of putting it. 

Mr. Dunn. Which the drug industry and trade ought not to have 
made, in my opinion. 

Senator Humpnrey. We will have further testimony on that 

I cuess the rest of my colleagues have dispersed. 

Our next witness is Mr. Leslie D. Harrop, general counsel of the 
American Drug Manufacturers Association. 

Mr. Dunn, before you leave, I want to personally thank you for 
the communications that you have sent to me in attempting to be 
helpful. You have been helpful in interpreting this legisl: ation and 
giving me your guidance because I am vitally interested in this, as 
you know. 

As I said earlier et iy, I do not take any pride of authorship 
of the Senate bill as such. I do not feel dogmatic about it. What Iam 
primarily interested in is strengthening the Food and Drug Act, par- 
ticularly at a time when we are getting so many new drugs on the 
market, such as the sulfa drugs, the antibiotics, and the new vitamins. 

Mr. Dunn. I want to say this, Senator Humphrey: That you are 
rendering a very basic public service for the protection of the public 
health of the people of this country in fathering this legislation and 
seeing that it is enacted into law in due form. I will cooperate with 
you in every way in the future as 1 have tried to do in the past. 

Senator Humenrey. Thank you very much. 

Senator Lenman. I think it may be of interest to those in the room 
to know that General Marshall has just resigned as Secret: iry of De- 
fense and that Undersecretary Lovett has been appointed in his place. 
It is a matter of national interest and, therefore, I am announcing 
it. 


STATEMENT OF LESLIE D. HARROP, GENERAL COUNSEL, AMERICAN 
DRUG MANUFACTURERS ASSOCIATION, WASHINGTON, D. C. 


Senator Lenman. Mr. Harrop, will you proceed ? 

Mr. Harror. Mr. Chairman and members of the subcommittee, 
my name in Leslie D. Harrop. 1am general counsel for the American 
Drue Manufacturers Association, Washington, D. C.. and for the 
Upjohn Co., pager Mich. 

We favor H. R. 5298 as passed by the House and with the two 
amendments outlined in the joint statement of the National Associa- 
tion of Retail Druggists, the American Pharmaceutical Manufac- 
turers’ Association, The Proprietary Association, and our own associa- 
tion, filed with the committee at the opening session yesterday. 

Our adherence to this view and arguments in its favor are not 
directed to the clarification of any problems except as those problems 
can be best clarified in the public interest. Regardless of any desires 
of our association or of the other three groups for any position, it is 
obviously the duty of this committee to resolve all of these contro- 
versial questions in the best interests of the pene: 

Speaking for the association whose members developed such drugs 


as adrenalin, pituitrin, insulin, penicillin, aureomycin, chloromycetin, 
terramycin, cortisone, and AC TH—to mention a few of the more prom- 
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inent drugs—I am unwilling to yield to anyone or to any group our 
intense and consistent interest in public health. Whether that interest 
is actuated by a profit motive or not is beside the point. The very 
existence of these member firms of our association is dependent upon 
so managing our business that it always best serves the public health. 

The issues before this commiteee can be narrowed down to a very 
few vital ones. 

‘Two of the principal issues are: 

1. Can a safe and effective separation be made of prescription from 
nonprescription drugs by a legislative standard ¢ 

2. Isthe word “efficacious” necessary in this standard ? 

Prior to 1946, which is a rather recent date, under the Federal Food, 
Drug, and Cosmetic Act any manufacturer could choose arbitrarily 
to label his drugs with the “caution” legend or with adequate direc- 
tions. Many manufacturers because of their policy of promoting 
their products through physicians chose in that period to label their 
drugs with a “caution” legend. Much of the talk that you have heard 
about confused labeling stems from the memory of that period. 

In 1946 the Food and Drug Administration promulgated regula- 
tions purporting to require that all drugs too toxic for lay use “bear 
a “prescription” legend and be limited to ) sale only upon prescription. 
The validity of this regulation has always been in doubt. It was 
promulgated under authority to specify exemptions from adequate 
directions when such directions are not necessary for the protection of 
public health. 

Instead, the regulation is a mandate purporting to require that all 
drugs too toxic for |: ay use be labeled with a “prescription” legend and 
be sold only upon prescription. Despite serious doubt as to the valid- 
ity of this regulation, it is a high tribute to the public health interest 
of the manufacturers that they have almost unive rsally yielded and so 
labeled their drugs. 

Of course there have been and are some differences in the labeling 
of a limited number of products. The examples before you are more 
the exception than the rule. As proof that this so- called regulatory 
standard for separation of prescription from nonprescription drugs 
is weak, we need only to quote from Deputy Commissioner Larrick’s 
testimony when he was discussing present efforts to divide the two 
classes of drugs and said that they are only divided under the present 
law ‘ ‘by au very indirect and not w holly effective method.” 


Speaking on the same subject Mr. Warnack of NARD said: 


Neither the law or regulations are clear or specific with respect to the label- 
ing of certain drugs. 

That is the present situation we are in now. 

We have therefore before us a situation where until a very recent 
time the manufacturers had a lawful right to classify these drugs as 
they chose, and from that recent time to date there has been an “in- 
direct and not wholly effective” means of such division. 

Of one thing we are certain. There is not the slightest degree of 
confusion among druggists today as to what drugs may be sold over 
the counter and what drugs must be limited to prescription. Com- 
missioner Larrick testified to 167 successfully concluded cases against 
druggists for selling “prescription” legend items without pre- 
scriptions. 
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Against such a background it becomes much more apparent that 
the provision of H. R. 3298 setting up a legislative standard to divide 
prescription from nonprescription drugs is a positive step forward. 
This standard with effective enforcement from the Food and Drug 
Administration will result in uniformity as to labels of products that 
should be limited to prescription. ‘There is little if any substantial 
disagreement among the experts as to what drugs are too toxic for safe 
lay use. 

This brings us to the second point. The House-passed version of 
H. R. 3298 omits the word “eflicacy.” It is our belief that this word 
should remain out of any standard for prescription drugs. Unde 
its banner come nearly all of the sharp disputes among the real ex 
perts in all fields. Physicians can be and continually have been 
and are in dispute over the efficacy of various drugs. Some say a 
drug is worth little or nothing and others—equally well trained and 
experienced—vouch for its v alue. 

There are able doctors who think little of the value of rutin—others 
consider it most effective in the treatment of capillary fragility. It 
is but one sample chosen at random. In such a field the inclusion of 
the word “eflicacy” in a drug standard is bound to produce conflicting 
opinions that may never be reconciled. The important thing is to 
establish a standard for those toxic drugs that can really harm the 
patient. 

These “efficacious drugs,” if I may interpolate, are border-line 
cases. Such drugs won't harm the patient. The question is: Will 
they do them any good? The legislation standard should not be 
predicated on that kind of shaky foundation. 

H. R. 3298 provides a sound standard based on toxicity and re- 
quires that such drugs be labeled with a “prescription” label and 
dispensed only upon prescription. 

For these reasons therefore, in the interest of the public health, 
we urge that the legislative standard set forth in the House-passed 
version of H. R. 8298 be adopted. 

Both the House-passed version of H. R. 8298 and S. 1186 provide 
identical authority for the refilling ad lib of preseriptions for prod- 
ucts safe for lay use and prohibit the refilling of prescriptions for 
drugs bearing the “prescription” legend without the express permis- 
sion of the prescriber. Both bills v: alidate oral prescriptions if they 
are promptly reduced to writing and filed by the pharmacist. 

Other witnesses will deal with the reasons that argue for the dele- 
tion of certain language in section 4 of both bills and the provision 
for addition to the House-passed version of H. R. 3298 of an amend- 
ment to section 303 (c) of the act which is an exemption in favor of 
the retail druggist from charges of failure to furnish adequate direc- 
tions or warnings if in good faith he follows the directions and warn- 
ings on the interstate pac kage he receives. 

Mr. Dunn spoke about that, and succeeding witnesses will deal 
with it. 

We subscribe to these views in regard to modification of ae 4, 
In further discussion of the exemption by amendment to section 303 (c) 
it might be noted that this exemption merely gives to the edatien the 
same protection on broken packages that he now has under the law if 
he sells an or iginal package under a written guaranty from the manu- 
facturer. We feel this is just and proper. 
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I would like to pause at that point for a moment and refute en- 

irely, having sat in on the drafting of that provision, any sugges- 
sien or intimation that this clause is in there as the result of any “deal 
or any trade or that it is unconscionable at all. It is put in there 
because we sincerely and honestly believe that the person who intro- 
dluces a drug in interstate commerce, the manufacturer, if you will, 
should bear the responsibility for the adequacy of the directions and 
the correctness of the warnings and that this burden should not be 
passed on and put on the retail druggist who is an innocent party at the 
end of the transportation. The druggist doesn’t know a thing about 
it; and the man who puts it into interstate commerce, regardless of 
giving a written guaranty, should stand back of it and be responsible, 

The purpose of that so-called exemption is to place the responsi- 
bility upon the manufacturer and to relieve the retail druggist who 
is an.innocent bystander from being sued for the derelictions of the 
manufacturer, 

Senator Humrpnrey. May I ask you this?) How do you interpret 
this good-faith clause ? 

Mr. Harrop. My interpretation will mean very little, Senator 
Humphrey. It will be up to the courts to decide. But good faith, I 
think, has been interpreted by the courts with suflicient frequency 
to give it a well-defined area of meaning. A person who does it with- 
out an idea of trying to circumvent the law, a person who honestly 
receives this package, doesn’t know what the adequate directions 
would be, and, therefore, follows those directions and warnings of the 
manufacturer. 

If he receives something that is patently and obviously, to any 
trained pharmacist, an attempt to evade the law and passes that on, 
I assume that that would be out of the area of good faith. 

Senator Humenrey. What I am trying to get at is that the phar- 
macist is presumed, as a dispenser of the drug, to have a knowledge 
of the chemistry of a particular drug. 

Let’s assume that when a pharmacist gets a prescription from a 
doctor, and the doctor has in: advertently or for some reason prescribed 
a certain number of grains or grams of material which is far beyond 
what would be safe, it is the responsibility of the pharmacist, is it not, 
to call up that doctor and to tell him, “Look, Doctor, you have made 
a mistake” ¢ 

Mr. Harrop. Precisely, but that is the prescription field, while this 
is dealing with over-the-counter sales. 

Senator Humpnrey. I realize that if a pharmacist fills a preserip- 
tion, even though it is a prescription which the doctor has written out 
and on which he has put his signature, which calls for a compound in 
which there is something, such as, let us say, atropine compound, 
which can blind a person, the pharmacist is liable. 

Mr. Harror. That is correct. 

Senator Humpurey. The pharmacist can be sued in the court— 
not the doctor, but the pharmacist. 

Mr. Harrop. I say this in furtherance of your statement, Senator 
Humphrey: This does not relieve the pharmacist from his normal 
professional responsibility. 

Senator Humpurey. That is what I wanted to get at. 
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Mr. Harrop. It relieves him from a responsibility which is that of 
the manufacturer and places it back where it belongs—on the 
manufacturer. 

Senator Humrnrey. And it does not relieve him of any responsi- 
bility in connection with the prescription drugs. 

Mr. Harrop. None whatsoever. 

Senator Humpurey. That is very important to get into the record. 
I think it should be pointed out that where, for example, the average 
pharmacist finds a pharmaceutical manufacturer putting out a drug 
with a label on it saying, “Take three capsules every 2 hours over a 
period of 24 hours,” and, being a reasonably intelligent man, realizes 
that would be enough, after three doses, to kill the man, he would not 
dispense it. 

Mr. Harror. That is correct. 

Senator Humeurey. What I am trying to get at here is that this 
good-faith provision provides for the ap oe of his technical, 
scientific knowledge by the pharmacist, as well as for enabling him 
to rely in good faith upon the label the selgdeenr of the product has 
put on the bottle. Is that correct 4 

Mr. Harrop. It is. Good faith means just about what it says. It 
means in good faith. 

Senator Humpurey. Good faith has been kicked around in the courts 
a great deal. 

“Mr. Harrop. It does not relieve the pharmacist of his professional 
obligations, but it does relieve him from trying to be responsible for 
what appear to be completely adequate directions and warnings on a 
product about which he may know little or nothing because it is brand 
new on the market. 

Senator Humpnrey. And this provision does place greater respon- 
sibility upon the manufacturer. He has the sole and prime responsi- 
bility for the safety of his drug. Is that correct 4 

Mr. Harror, That is correct, Senator Humphrey. I have never 
been able to understand why a retail pharmacist should be forced to 
collect written guaranties and file those for years and years in order 
to place responsibility upon the manufacturers. I speak for the manu- 
facturers. My group is perfectly willing to assume that responsi 
bility. We feel that we should. “We have never tried to avoid it. 

I can see that it is a terrific burden on the retail pharmacist to keep 
his written guaranties. The mere introduction into interstate com- 
merce should pl ice the burden on us re: ally. 

Senator Humpnrey. Now, you mentioned the Upjohn Co. It is a 
very reputable company. I gather from your remarks that it is a 
company that would willingly and voluntarily accept this responsi- 
bility. 

Mr. Harrop. Yes, sir. 

Senator Humrenrey. Would you not say that that would be basically 
true of the larger manufacturers, the larger pharmaceutical houses ? 

Mr. Harror. Without any question. 

Senator Humrurey. And the only one that might object to this sort 
of provision would be someone who, for all practical purposes, does 
not desire the term “professional.” 

Mr. Harrop. I think that is true. I think the person who might 
not accept this is the one man against whom it should be imposed. 


92363 —52 9 
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Senator Humrnrey. All right. Will you proceed? 

Mr. Harrop. Originally the Durham-Humphrey bills sought only 
to clarify the prescription-refilling confusion that followed Dr. Dun- 
bar’s statement that the law allowed no refills. 

That purpose will be fulfilled in adopting the version of H. R. 3298, 
passed by the House, with the two amendments enumerated. It does 
much more than solve that original purpose. It validates oral pre- 
scriptioris and it establishes for the first time a positive legislative 
standard for separation of prescription from nonprescription drugs. 
It requires the use of the legend “C aution: Federal law prohibits dis- 
pensing without a prescription” on all drugs too toxic for safe lay 
use. It prohibits the use of this legend on any drug safe for lay use. 

Again may we urge the enactment of the House-passed version of 
H. R. 3298 with the amendment to section 4 and the addition of the 
amendment to section 303 (c) outlined in the joint statement of the 
four associations. 

Thank you, Mr. Chairman and members of the committee. 

Senator Lenman. Are there any further questions? 

Senator Humpnrey. I have no other questions. I want to thank 
Mr. Harrop for his statement. It was very helpful to me. 

Mr. Harrop. Thank you very much, sir. 


STATEMENT OF E. J. CARROLL, SHARP & DOHME, INC., 
PHILADELPHIA, PA. 


Senator LenmMan. Our next witness is Mr. E. J. Carroll, represent- 
ing Sharp & Dohme of Philadelphia. Will you come forward, 
please, Mr. Carroll? Give your name and your affiliation, if you will, 
sir. 

Mr. Carrot. Mr. Chairman and members of the committee, I am 
KE. J. Carroll, an executive of Sharp & Dohme, Inc., drug and pharma- 
ceutical manufacturers, located in Philadelphia, Pa. I am here to 
testify on behalf of that firm. 

I should like to state, perhaps with an apology, that I am not a 
lawyer nor a pharmacist, and that the testimony I am about to give 
is that of a layman, but a layman who is charged with the duties of 
administering a pharmaceutical firm. 

At the outset, I should like to add my voice to the swelling strains 
coming from all sides, urging that retailers be relieved of the con- 
stant threat of prosecution for practicing their profession. I am 
glad to note that all parties are unanimously agreed that clarification 
is needed and that the measures proposed will correct the existing 
evils, 

Rather than express my views on all sections of the measure under 
consideration, I am going to focus my remarks to the controversy of 
the listing of drugs through administrative actions or providing a 
definite yardstick by legislative definition. Other sections have been 
covered in detail by I eslie D. Harrop, general counsel of the Ameri- 
ean Drug Manufacturers Association, in which association we are ac- 
tive members. We subscribe to the testimony presented by Mr. Har- 
rop. 

T he measure recommended by this committee should be as complete 
in itself as it is humanly possible to make it. The authority delegsted 
to any administrative agency should be the minimum necessary to 
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perform the task in view. Specifically we urge that a legal standard 
for determining prescription legend drugs be written into the law by 
definition and that neither the ‘authority nor the obligation to estab- 
lish such a list be given the Commissioner or any other administrative 

agency. The responsibility of correctly labeling a product in con- 
formity to this definition should rest squarely on the manufacturers’ 
shoulders and they should be subject to prosecution for any failure to 
live up to the standards which the Congress may have in mind when 
this measure is passed. This responsibility, however, should be based 
on a definite set of factors set forth in the law and should not be based 
on an ever changing standard conjured up from time to time by ad- 
ministrative personnel. 

Before marketing a product manufacturers engage in extensive re- 
search to determine the desirable and undesirable actions of the in- 
gredients of the product. In cases where doubt exists as to a drug’s 
action experiments are conducted on animals and clinical work on 
humans is closely observed by trained scientists. In our own com- 
pany we have over two hundred persons constantly engaged in re- 
search and clinical work. In spite of this we frequently utilize out- 
side specialists for added help and substantiation of our own con- 
clusions. 

In the case of a new drug the product is cleared through the Food 
and Drug Administration before it is released for gener: ‘al consump- 
tion. These are safeguards which we believe afford protection to the 
public. We do not believe that the Food and Drug Administration 
would frequently have more expert knowledge about a particular 
product than the manufacturer unless the Food and Drug Adminis- 
tration is contemplating an expansion in its activity far beyond our 
knowledge. 

We should,not saddle the Federal Security Administrator with the 
responsibility of bringing out a list concerning all of those drugs which 
may be unsafe for usage. We are mindful of the fact that the Admin- 
istrator keenly feels his responsibility and feels that the Congress 
should not ask him to do by regulation things which can be done by leg- 
islation. I should like to quote from Mr. Ewing’s testimony as con- 
tained on pages 15 and 16 of the printed hearings before the House 
Committee on Interstate and Foreign Commerce. In his preliminary 
statement Mr. Ewing said: 
It is also true that some of the things we are authorized to do could, I think, be 
done better by legislation. Nevertheless, I am in a situation as Administrator 
where, when the parties insist on my dealing with this matter— 


and there he was talking about refill prescriptions— 
Tt am compelled to act, although I should much prefer to see Congress do it. 


We infer from this testimony that, where possible, the Administrator 
feels that major matters should be covered in the law rather than left 
to administrative discretion. We feel that the determination of the 
status of a particular product is a major matter. 

Health progress is a dynamic thing. Changes are daily occurring 
because we are obtaining new knowledge. New knowledge often con- 
tradicts past practices. We should place no barriers in the path of 
scientific progress. Working from a list established in Washington 
would be a barrier to local medical progress. 

If the Food and Drug Administration is to provide a list of danger- 
ous drugs, this list will be everchanging if it is to keep pace with 
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scientific progress. But it is our feeling that the list’ cannot keep 
pace with progress because of the inability of boards and bureaus to 
act in an expeditious manner. If the obligation of preparing a list 

3s placed upon the Food and Drug Adminis stration, the tendency will 
“ to ine ladle on that list many drugs which are, except in a small per- 
centage of cases, entirely accept: ible for self-medication. Many, if 
not most, new drugs will initially be restricted until wide usage under 
:edical supervision has indicated general safety. We are fearful that 
drugs would not come off the restricted list as soon as the interests 
of the general public would warrant. They would be kept on restric- 
tions after normal si afety has been established. 

Any list established in Washington would have to be circulated to 
the thousands of doctors and druggists in every city, town, and hamlet 
in the country. Each addition to or deletion from the list would be 
similarly circulated. It was estimated yesterday that an average of 
75 applications covering new drugs are filed weekly. Distribution of 
these current lists would be a real task, but just imagine the nuisance, 
confusion, and wasted time it would cause doctors and pharmacists. 
It is said that publication in the Federal Register will suffice. Legally 
this may be correct; however, I do not believe that even a Senator 
would care to suggest that a professional constituent should be an avid 
reader of the Federal Register. 

Senator Humrpurey. May I suggest that it might be a good diver- 
sion in lieu of some other reading that is done. 

Mr. Carroii. That is correct, Senator; perhaps so. 

Senator Humrnrery. It is very dull reading, however. 

Mr. Carroii. Perhaps they could use that in place of a sleeping 
pill. 

Senator Humpnrey. Well, it may be less toxic. 

Mr. Carroti. How will the public health be protected by unread 
material in the Federal Register ? 

Our strongest objection to the allowance of a listing by the Admin- 
istrator in lieu of a specific definition in the act is that administrative 
powers over the years tend to be broadened by interpretation of the 
Administrator far beyond the intent of the Members of Congress 
voting the authority. The proposal of a Washington list contempl: ites 
the granting of discretionary powers to the Administrator, The Ad- 
ministrator personally may be a man whose judgment may be trusted 
and relied upon. But the Administrator is charged with a thou- 
sand other duties. Hundreds of subalterns perform the operating 
functions involved and each makes decisions in his sphere to justify his 
action or inaction. 

Senator Humpenrey. Mr. Chairman, at that point, without trying 
to prejudice the statement one way or the other as to whether or not 
the administrative listing requirement is desirable—and I think that 
is oes n to honest differences of opinion—I think it only fair to say 
that the situation would not be quite as you are stating it here. 

The listing would not be done just by the Administrator. It would 
be done in accordance with the Administrative Procedure Act, which 
has been carefully designed by the Congress to avoid administrative 
abuses to which you refer. 

This act was a forward and a constructive step. 
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Also, the bill provides for court review of the Administrator’s action 
in the courts of appeal. 

Mr. Carrouyi. That is correct, Senator. 

Senator Humrurey. So it is not just the Administrator making a 
list. 

Now, I realize that there are a lot of limitations to the listing pro- 
visions; I am not taking a dogmatic attitude about it. But I do feel 
that we ought to point out that the bill is not quite as baldly capricious 
and as authoritarian as has been contended here. 

Mr. Carroti. That is correct, but it also provides for advisory 
committees, and so forth. 

I should like to develop through the following paragraphs some of 
the reasons why that is still not the very best method. 

Senator Humenrey. Very fine. 

Mr. Carrote. In practice discretionary authority is not exerc ised 
by a single individual, but is utilized by hundreds in various layers of 
classification. Most of these actions go unchallenged. Much of the 
work and thought follows a routine pattern based on past practices. 
The interpretations of general regulations by operating employees 
tend to follow a very narrow construction of the citizen’s rights and 
an expanding constr uction of the power of the administrative agency. 
Inch by inch the rights of the citizens are withdrawn beyond the line 
contemplated by the Congress until the prohibitions become greater 
than our rights of action. Too frequently administrators interpret 
their delegated power to mean that if a taxpayer’s right is not spe- 
cifically enumerated in a law, that right should be denied him. 

Each party, the manufacturer of drug products and the Adminis- 
trator, should have his day in court for a determination of the just- 
ness of his cause. But the administrative agency should be given 
the burden of proving that its expanded actions are warranted by 
the law. It may be argued that this is a complicated process. Is it 
more complicated for the agency than for the aggrieved taxpayer ¢ 

In many matters time is of the essence. The slowness of action of 
boards and bureaus is so well recognized that it is unnecessary to 
cite details or attribute causes. With a yardstick written in the law 
new products can be brought to market im less time than if manu- 
facturers are required to await action by Washington. 

Senator Humpnrey. At that point, again, I think we ought to make 
the record clear. We are going to have to reread this record and 
study it in executive session at a later date. 

You have made an observation with which I am sure most people 
would certainly agree. Here is the way you say it: 

Each party, the manufacturer of drug products and the Administrator, should 
have his day in court for a determination of the justness of his cause. 


Earlier in your statement you pointed out that— 


inch by inch the rights of the citizens are withdrawn beyond the line con- 
templated by the Congress until the prohibitions become greater than our 
rights of action. 

Undoubtedly that is a real ever-present danger. 

Mr. Carrouu. That is correct. 

Senator Humrpnrey. It is one that I am just as much aware of 
as those who are taking the position you are taking on this legisla- 
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tion. But in the substitute bill for S. 1186, page 4, item 5, we find 
this: 

Any interested person may file with the Administrator a petition proposing 
the making of a determination, or the modification of a determination made 
or proposed to be made, by the Administrator pursuant to subparagraph (B) 
of paragraph (1). 


I will read that again: 


Any interested person may file with the Administrator a petition proposing 
the making of a determination, or the modification of a determination made 
or proposed to be made, by the Administrator pursuant to subparagraph (B) 
of paragraph (1). 

In other words, he may propose an action for consideration or he 
may ask for reconsideration not only of an action that has been taken 
but even one that has only been proposed to be taken. Then that 
section goes on to state: 

The filing of a petition for the purpose of opposing a proposed determination 
that a drug is one to which such subparagraph (B) applies shall stay the 
operation of paragraph (1) with respect to such drug until a petition for 
judicial review can be filed and interim relief sought under section 10 (d) 
of the Administrative Procedure Act. 

Now, all that I am saying is that John Q. Public, Mr. Citizen, 
has a lot of protection there. Even if he surmises that the Adminis- 
trator is having a thought about making a determination as to listing 
a particular drug, he can immediately interpose a petition and gain 
the protection of, first of all, the full procedures of the Administrative 
Procedure Act, and, second, full review in the courts of appeal. 

Mr. Carrouu. That is correct. 

Senator HumpHrey. Under the circumstances it would be pretty 
hard for the Administrator to say, “Well, I will just have a field day 
with these druggists and these pharmaceutical manufacturers.” 

Mr. Carroun. That is very correct. I think, though, the very sec- 
tions which you quote emphasize my point as to the kind of ‘thing 
that is so frequently occurring. 

All I should like to do, Senator, is to reverse the language of that— 
and you will pardon me as not being a lawyer I cannot give it to you 
verbatim as it should be—but I should like to have the Administrator 
have the power to go to the court when a manufacturer does not act. 
He is just as much aware of a manufacturer’s acts in point of time 
as a manufacturer is of his contemplated acts. 

Senator Humpurey. Well, he does have that power now. 

Mr. Carroxti. That is correct. 

Senator Humrpurey. He has the power to prosecute, but it has to be 
exercised after the fact. 

Mr. Carroiti. That is correct; and unfortunately, many of our 
rights are after the fact as well. 

Senator Humpurey. Now, you have the power under this provision 
to presuppose what action may be taken and to resist the proposed 
action before the action ever takes place. 

Mr. Carroy. Senator, it is impossible to presuppose ail the actions 
that may be taken by any governing board or bureau. 

I should like to make this comment: I have, since July 24, been in 
Washington exactly 13 times on a matter which is of vital interest. 
T should never have been here more than twice. That is due to just 
exactly this situation which I am covering here. I should be very 
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glad to go into that in detail with you, but I don’t think the interests 
would be served by making it public at this point. 

We are strong in this point, Senator; namely, that the interests of 
the manufacturer and of the taxpayer are being chiseled away, not 
by the Congress but by actions which the Congress did not itself 
intend. 

Senator Humpenrey. Well, we find, too, that Congress, for example, 
took some action on the gas bill here, and then the Federal Power 
Commission took action that does not seem to concur with the action 
of the Congress. 

Mr. Carrot, That is correct. 

Senator Humpurey. I want to point out again that this section that 
I have referred to is not as arbitrary as is “being painted. In fact, 
it is not arbitrary at all. 

The counsel for the committee has just noted this for me, and I 
refer to his note which states that the queston actually is not whether 
the Administrator or the manufacturer is to make the determination 
whether a drug should be listed as a prescription drug. The real 
question is whether the decision is to be made by the Administrator 
or by the courts, including a jury in a criminal case, when the Admin- 
istrator disagrees with the determination made by the manufacturer. 

Mr. Carrot. I still agree that the court procedure is the one which 
we would prefer. 

Senator Humpnrey. You would have that, may I point out, under 
the bill. 

Mr. Carron. That is right. 

Senator Humpurey. I sometimes think—and I know I am guilty 
of this—that I get to be all for a proposition to the point where I 
hesitate really to find out whether all the wording is in contradiction 
to my idea or in support of it. You get wrapped up in it. Sometimes 
I am of the opinion that some other people are guilty of the same 
thing. 

As I look over this section and read it again and again, it begins to 
look a little better all the time insofar as the protection of the public 
interest is concerned. 

Now, I am not saying that the listing provision cannot be revised 
in terms of objective standards, as Mr. Dunn and Mr. Harrop and 
yourself have pointed out. But I do not want anybody to get into 
the record here the statement that poor Mr. John Q. Public is being 
taken for a ride because, if he is being taken for a ride under these 
provisions, it is the most pleasant one in many a year. 

Mr. Carrowy. I think John Q. Public has protection under both 
methods. 

Senator Humpnurey. Very good. He has the full protection, may I 
say, of the Administrative ‘Procedure Act and the full protection of 
due process of law before the courts of appeal before the fact, not 
after the fact. In other words, he does not have to undergo criminal 
prosecution. He has the full protection of every carefully worked- 
out safeguard of administrative law in our Government today, safe- 
guards which have had the approval, as I understand it, of the 
American Bar Association. He also has the full protection of the 
courts of appeal which can stay not only an action already taken but 
also a proposed action. 
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That is going a long way. I wish I could get an opportunity to stay 
some of the wishes and desires of some of my constituents. It would 
help. 

Mr. Carroiti. We would again like to emphasize the fact that we 
believe the Administrator should take the process which is afforded 
us and that he should be the one to go to court to determine whether 
the manufacturer, in his labeling, is or is not correct. 

Senator Humrurey. That is the argument, may I say, involved in 
the Robinson-Patman Act. Many people here have been great de- 
fenders of that act. 

The question is whether or not the violator is supposed to prove he 
is not the violator or whether or not the Federal Trade Commission is 
to be compelled to prove beyond the shadow of a doubt that he is. 

Now, you are saying that where there is an alleged violation, the 
burden of proof must rest upon the Food and Drug Administration. 

This proposed legislation says: Let us get away from this miserable, 
unhappy situation “of criminal prosecution, if it is possible. Let us 
do so by what we might call a declaratory judgment. That term is 
not ex: actly apropos because it has a particular frame of reference. 
But there are ways of getting a type of declaratory judgment under 
the Administrative Procedure Act. 

Mr. Carrotyi. Senator Humphrey, may I just make this observation. 
I believe the American Pharmaceutical Association has utilized the 
agency and the courts to try to get a determination for a period of 
time. It is those instances that I believe need to be corrected. 

Senator Humenrey. but the present law does not give you that. 
The present law is not explicit in this area. I think that, even as we 
consider this, whatever the procedure may be on listing, we might 
well take into consideration some of the administrative protections for 
the client, or the consumer, or the general public which ought to be 
incorporated into the law. 

You see, the listing procedure is based upon this assumption: That 
it gives the Administrator, as you have said so well, an awful lot of 
power. I cited this yesterday, and I have cautioned friend and foe on 
this bill privately, publicly, and by letter, telegram, and orally, that 
this listing provision must be carefully examined. I have said that to 
our drug journals. J see some of their re presentatives sitting here 
before me. 

I said that I did not feel dogmatic on this at all. I was very much 
aware of the fact that if you give an Administrator the power to list 
and the power of regulation—which is a great power and has been 
properly described as such—you must give to the individual every 
protection that the Constitution and the basic statutory law of the 
country can give him. 

We have tried to do that in this bill. It provides protection, may I 
say, not only after the Administrator has acted. That might be too 
late. Many people might be put out of business. The bill also pro- 
vides protection to the manufacturer before the Administrator acts. 

I submit that there are very few proposals before this Congress that 
give a citizen that amount of protection. 

Mr. Carrot, Senator, that may be correct. I maintain that a 
citizen cannot be given too much protection, and I think you will agree 
with me on that. 
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Senator Humpnrey. I agree with you, but I also maintain with 
equal vehemence that a violator of the law should be given just. fair 
protection and should not be given an opportunity to squeeze through 
a loophole in the law. 

* Mr. Carrotn. I agree with you, Senator, but in this industry, the 
larger manufacturers—and I think you could almost count them cer- 
tainly in the small hundreds—are responsible for most of the prog- 
ress that has been made. 

Should you hold a club over that small group in order to take care 
of it? 

Senator Humpnrey. I knew that that argument was going to come 
up. 

May I say, as you stand before me, representing Sharp & Dohme—is 
that not correct ¢ 

Mr. Carrotu. That is correct. 

Senator Humpurey. One of the finest drug houses in America, just 
a splendid company—and there are many of them, as you have said, 
that are excellent; it is unfortunate that we even name any one. But 
I say with equal candor and with plenty of evidence on my side that 
there have been some scoundrels, too; there have been some of them 
that have plagued the public and have caused great harm and disserv- 
ice. ‘Those are the rascals to whom we direct our attention. 

Mr. Carrotn, That is correct. 

Senator Humpnrey. The innocent man has no fear. 

It is just hke passing income tax laws. If you pay your tax you 
need not be fearful. Iam not worried about laws having to do with 
murders and burglary; I have not murdered anybody or committed 
burglary, so they can pass any law they want to in that respect. 

The man who is going to play the fair game does not have to worry. 
But there is a fringe element in politics, in business, and even in the 
professions that we have to be concerned about. They are a little 
handful, but to deal with them lawyers have their disbarment pro- 
ceedings. That is why we have doctors’ codes of ethics and disbar- 
ment proceedings. Pharmacists might take more definite action on 
some of their own than they have. 

Now, there is not a company represented here that would fall within 
this fringe. It is the people that clo not, we have to be concerned about. 

Mr. Carroti, ‘That is correct. 

On the other hand, I still emphasize the fact that we should, so far 
as possible, give the maximum amount of protection and place the 
least amount of obstacles in the way of those who are not in that 
class. Ithink you will agree with me on that. 

Senator Humenrey. I do not think we are too far apart. I know 
you personally. I know you to be a very ethical man. 

Mr. Carrouti. Thank you, Senator. 

Senator Humrnrey. But what I am saying to you is this: You 
have recommended this objective standard in lieu of the listing pro- 
vision. The House inserted such an objective standard. But, once 
you have done that, it appears to me that somewhere it must be made 
explicitly clear, either in the legislation or in the committee report on 
the legislation, that the power of the Administrator to promulgate 
rules and regulations in areas of uncertainty which shall have the 
effect of law at least until contested in the courts. 
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I am trying to look ahead. I am a higgler and a haggler too. My 
dad and his folks came from Connecticut. Those Connecticut Yankees 
were always trading horses up there. What I am looking at is this: 
If you knock out the power of the Administrator to list the drugs, 
which is apparently desired here by a large number of organizations 
who are interested in the public health and to whom I impugn nothing 
but the best motives, you must insert instead a definite legislative 
standard as to what constitutes a prescription ae But also 5 you just 
simply cannot tie the Administrator’s hands, because, if you do so, you 
are putting the enforcement of that statutory definition into the hands 
of individuals who have their self-interests to consider. 

Now, I am not saying that they consider their self-interest as over 
and above the public interest, but they do have their own self-interest. 
The man who is unethical, the manufacturer who does not seem to care 
what he does, the man who comes and goes and who is one of these 
rascals in the economic area, could get by with far too much, and thus 
render a disservice to Sharp & Dohme, to U pjohn, to Merck, Parke & 
Davis, and all of the rest of the great companies that one could men- 
tion who have millions of dollars of investments in this field. Those 
companies have done a great deal of good for public health. 

Let me put it this way. The Administrator’s hands must not be 
tied so that he can have no way of interpreting the broad words of the 
definition. Somewhere along the line there must be the right to 
promulgate rules. 

Then I say if the promulgation of rules or regulations does take 
place, maybe we should incorporate this protection, you see, and not 
leave it as you have said earlier. 

Maybe we should think about something like this: Leaving the 
definition as it is with your proposal that all of the associations agreed 
upon, but including in the bill a provision that where it becomes com- 
pelling the Administrator prescribe or promulgate certain rules and 
regulations to delineate this definition. ‘The Administrator shall give 
public notice of the proposal, and interested individuals shall have an 
opportunity to be heard. 

1 am looking out for your interests in this thing. I am looking out 
for the interests of the public. 

Mr. Carroii. Senator, I think you get my point. The thing that I 
am leary of is a standard set today which is ever chi anging in the fac- 
tors to be considered tomorrow and 5 years from now going beyond 
the intent of this committee. 

I personally believe that today, with the present Administrator, we 
could agree upon 99 percent of all of the products on the market. I 
am not so sure that we will be able to do so 5 years from now, unless 
we have some place in the law defining the standard that will apply. 

Senator Humpnurey. I think that we are getting somewhere. You 
have not closed the door on this Senator’s observation as to the neces- 
sity or the practicality of some modified or limited type of rule-making 
power to clarify what the definition means, provided the Administra- 
tor makes his order only after review of the whole record and in 
accordance with the reliable, probative, and substantial evidence, and 
makes detailed findings of fact upon which he bases his order, and pro- 
vided the order is subject to judicial review in accordance with the 
provision of section 701 (f) and (g). 








AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 133 


Mr. Carroui. Senator, I should like, before agreeing to anything of 
that nature, to consult with counsel. 

As I stand now, no; I would not agree with it. 

Personally, at the present time I am just at the end of one of those 
identical procedures. It certainly is not satisfactory. I experienced 
that liberty of allowing the interpret: ition to be carried all the way 
down the line. 

Yes, we have the rights of the courts. We cannot get fast action 
in the courts, and we very often suffer with a regulation that goes 
beyond his authority today and another tomorrow and another next 
veek, 

You may say that we are not diligent in protecting our interests in 
the courts. Our p! ime occupation Is sery ing the health needs. 

Senator Humpurey. I know that you are working toward the same 
objective that Lam. I have taken a good deal of your time. I really 
plead with the representatives of the many organizations and associa- 
tions here to study carefully the administrative and judicial protec- 
tions which are written into the substitute bill, S. 1186, and the provi- 
sions of the House bill, in order to determine whether, if the so-called 
objective definition is included, such protections need to be iIncorpo- 
rated along with it. 

But let me tell you candidly that I do not think this Congress, nor 
any other Congress, would tie the hands of the Administrator so as to 
prohibit him from issuing regulations which will apply the definition, 
because the definition does not apply itself. It must be applied, and it 
can only be applied pursuant to certain orders and rules. 

Mr. Carron. Senator, I should like the opportunity at a later date, 
if I may, to go over this with you in greater detail without taking the 
committee’s time. 

Senator Humeurey. That will be all right. We are going to make 
progress on this bill, I hope, and we are going to get a good bill 
before we are through here. 

Mr. Carroiu. Fine. Iam now at the concluding paragraph of my 
statement. 

Our position may be quickly summarized. We realize the uncer- 
tainty which faces pharmacists. The pharmacists’ problems are real 
and need to be resolved in a manner that will least interfere with 
common professional practices and interprofessional relations. It isa 

sad commentary on our legal process that this condition of uncertainty 
has existed so long. We urge corrective legislation to this end. We 
feel that a legal y: rardstick should be pl: aced in the law by means of a 
definition of a restricted drug, rather than placing the burden on the 
Commissioner for the establishment of a list of restrictive drugs. 

Tam still of that opinion, in spite of our discussion. 

Senator Humpnrey. I would like to discuss this with you for a 
while. I am not going to say that your opinion is wrong on that.. I 
will say that the position taken by the preceding witness, Mr. Dunn, 
presuming now that I accepted your yardstick—and I am only 1 mem- 
her of the committee of 13—that under the Constitution the Congress 
has power to control commerce between the States and with foreign 
nations. That is provided in the Constitution. But we have had to 
have rules to interpret that and to apply it the more so because ours is a 
mobile, fluid, dynamic society. 
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As a man in the drug profession, you know that the drug industry 
right now is ina very dyn: amic stage in terms of new drugs, in terms 
of the refinement of old drugs, and in terms of new compounds. The 
research that is going on is the greatest that has ever taken place in 
the history of modern medicine or pharmacy. 

Now, cl es it not seem desirable, therefore, that if you establish a 
vard | “vardstick” means just what it says: that is, it has 
certain ek nsions—there should be some — left within the regu- 
latory agency to apply that yardstick in varying situations? 

Now, if that power is to be dsitednal- uaa T surely would be very 


adamant against not recognizing it—we need to go on in the public 


interest and say, “Mr. Administrator, if you are going to have that 
power of applying an objective definition of prescription drugs 
throughout the industry, then the industry, the consuming public, 
the manufacturer, and the retail druggist should have their d: ay in 
the administrative tribunal and in the courts before any order that 
vou make becomes final.’ 

By ~ way, this applies to prescription drugs, does it not ? 

Mr. Carrotu. Yes. 

eles Humpnrey. However, the time element is not to the ad- 
vantage of the Administrator: it is to the advantage of the manufac- 
turer. 

Mr. Carroui. That is correct. 

Senator Humrpnrey. The manufacturer would have the right to 
complete review by the highest courts of the land before the rule be- 
comes effective. 

So the Administrator could not simply say, “Well, drug A, B, C, 
and D isa listed drug.” He could not say that and make it stick. He 
CO ild do SO onh if no one has objec te “dd, if no one hi as petitioned for 
reconsideration or review of his order. If someone has petitioned, 
his decision would be binding only after there has been a finding on 
the basis of fact and after there - as been a court review. 

What greater protection can an American citizen ask 4 

Mr. Carroii. Well, Senator, t may say that if the definition con- 
tained satisfactory factors, then I am sure that counsel for the asso- 
ciation and the Food and Drug Administration or anyone else might 
be able to get together and work out oper: iting prow ‘edures. Not bei “Ing 
t lawyer, I cannot go into that phase of it. 

Senator Humpnrey. I am not, either, so we are really having a 
great time together. Sometimes I think we should be happy about 
that. 

Mr. Carroiu. All of the laughter you have just heard came from 
the legal side. 

We believe that the written law gives us a more solid and under- 
standable base from which to operate. We feel that with the passage 
of time boards and bureaus tend to expand their delegated authority 
to a point beyond the original intent of Congress. By their acts many 
agencies show their philosophy to be that unless a citizen’s rights are 
specifically set forth in law or regulations such rights may be abridged 
by the agency. 

I wish to thank you very much for your time and your patience. 

Senator Humpnrey. Thank you very much, Mr. Carroll. I hope 
you will forgive me for directing my comments to you, but I knew 
vou would take them in good grace. 
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My only purpose has been to develop this record because I want to 
get these points out to you and even, I might say, rub your fur the 
wrong way enough so that you may restudy these problems and help 
us to work out something that will be satisfactor y: 

Mr. Carroti. Your comments are received in the spirit in which 
they are offered. 

Thank you. 

Senator Humenrey. Thank you, sir. 


STATEMENT OF DR. FREDERICK J. CULLEN, EXECUTIVE VICE PRESI- 
DENT OF THE PROPRIETARY ASSOCIATION OF WASHINGTON, 
D. C. 


Senator Humpurey. The next witness is Mr. James F. Hoge, gen- 

eral counsel of the Proprietary Association. Is Mr. Hoge present ? 

Mr. Hocr. I am, Senator; but Dr. Frederick J. Cullen will present 
the statement on behalf of the Proprietary Association. He is the 
second man on the list. 

Senator Humpnrey. Allright. Mr. Hoge, if you want to cooperate, 
you are very welcome to do so. 

Mr. Hoge. Thank you very much. 

Senator Humenrey. We will hear then from Dr. Frederick J. Cul- 
len, who is the executive vice president of the Proprietary Association. 

Mr. Carroiu. Senator, may I correct the record by saying that the 
13 visits that I spoke of were not to the Food and Drug Administra- 
tion. 

Senator Humpnrey. Your statement will be included in the record. 

All nght, Dr. Cullen, go ahead. 

Dr. CULLEN. Senator Humphrey, my name is Frederick J. Cullen. 
I am a registered pharmacist and a doctor of medicine, but I am not 
an attorney 

I have been engaged in the practice of medicine and worked in a 
drug store or behind a prescription counter. I was for 3 years a medi- 

cal officer in the Army and for 1 year was “Acting Assistant Surgeon 
General of the United States Public Health Service. I was for 5 years 
with the Food and Drug Administration, during most of which time 
I was Chief of the Drug Control Division. 

Since November 1, 1934, I have been the executive vice president of 
the Froprietary Association. That organization represents the man- 
ufacturers that produce and distribute about 80 percent, by volume, 
of = medicines that are advertised to the general public. 

1186, introduced by Senator Humphrey, and H. R. 3298, intro- 
i ed by Congressman Durham, are referred to as the prescription 
bills. That title as applied to H. R. 3298 is correct. But it certainly 
is not correct to apply it to S. 1186 in its present form. 

S. 1186 was ostensibly addressed to the exemption of prescriptions 
from the labeling requirements of the Federal Food, Drug, and Cos 
metic Act. But it would grant power that goes far beyond its pur- 
ported purpose. 

The products distributed by the members of the Proprietary Asso 
ciation are adequately labeled in compliance with the requirements of 
the Federal Food, Drug, and Cosmetic Act, and, therefore, this organi- 
zation would have no opposition to this legislation if S. 1186 contained 
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only a proper exemption for the refilling of prescriptions. In fact, 
the te letary Association would support the bill, as it does support 
H. R. 3298, which we think is a véry fine piece of legislation. 

Sen: ae Humenrey. May I stop youthere. H. R. 3298 goes further 
than just the prescription refill. 

Dr. Cutten. That is right, but we are in favor of H. R. 3298 and 
figure that it is a very fine piece of legislation as it passed the House. 

Senator Humpnrey. All right. 

Dr. Cutten. I would like to quote at this point a statement that was 
made by Mr. Charles W. Crawford when he spoke at the Proprietary 
Association’s convention in 1947. Mr. Crawford is now Commissioner 
of Food and Drugs. The theme of our convention was the Nation’s 
health, and in this connection Mr. Crawford stated, in part: 

The subject commands ever-increasing importance and public interest. And 
it is proper that this association and its members here express pride in the 
contributions they have made to the Nation’s health. 

From observations during more than 350 vears’ service in the Food and Drug 
Administration, I am deeply gratified at the progress I have seen in your industry. 
Comparing what is on druggists’ shelves today with what was there some years 
ago, it is apparent that the improvement of your products, in their usefulness 
and in the integrity of their composition and labeling, is continuing always to 
higher levels. 

Prescriptions for narcotics may not be refilled under any circum- 
stances. Likewise, a prescription cannot be refilled if the writer marks 
it “nonrefillable.” A new prescription is then required. 

Dr. Paul B. Dunbar, former Commissioner of Food and Drugs, 
was a speaker on the program of the National Association of Ret ail 
Druggists at their omuaairies in Atlantic City in October 1948. 

He announced that to refill a prescription was in violation of the 
law, unless specifically authorized by the original prescriber. 

The Commissioner announced in effect that all prescriptions are like 
checks, when they are once cashed that is the end of them, and to 
refill a prescription without the approval of its writer must, in his 
opinion, be considered as an over-the-counter sale. This represented 
a newly announced policy, if not a changed administrative interpreta- 
tion of existing law. 

There was an immediate demand for clarification of the prescrip- 
tion exemption, and the situation created by Dr. Dunbar’s announce- 
ment, together with the fact that there was no uniformity in the label- 
ing of prescription-drug items, formed the background for bills that 
were sponsored by the National Association of Retail Druggists and 
introduced in the Eighty-first Congress. No action was taken at that 
time. 

The bills now before your committee were evolved under the joint 
sponsorship of the National Association of Retail Druggists and the 
Federal Food and Drug Administration. The Senate bill as pres- 
ently drawn does not stop with a treatment of the prescription refill 
problem—instead, that problem is used as a basis for the advance- 
ment of a plan to regulate the drug industry in a manner and to an 
extent not heretofore proposed. 

The bill is described by its proponents as defining an exemption, but 
instead the core of the bill is compulsion. An exemption implies an 
option, but in the main feature of S. 1186 there is no option—there is 
only compulsion. The sooner that is recognized, the sooner this bill 
will be understood and seen for what it actually is. 
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The bill is designed to empower the Federal Security Administrator, 
acting through the Food and Drug Commissioner, to restrict to pre- 
scription sale : any or all articles included within the broad definition 
of the word “drug,” which may be determined “to be safe and eflica- 
cious for use only after professional diagnosis by, or under the super- 
vision of, a practitioner licensed by law to administer such drug.” 

The broad definition of a drug, as contained in the Federal Food, 
Drug, and Cosmetic Act, includes substances, mixtures, compounds, 
and fabrications of all forms used in the diagnosis, cure, mitigation, 
treatment, or prevention of disease. It is estimated that there are 
about 30,000 such products. 

S. 1186 proposes a new power for a highly restrictive administrative 
regulation in this broad field by limiting to prescription sale any drug 
intended for use by man which— 

(B) because of its toxicity or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use, has been de- 
termined by the Administrator, on the basis of opinions generally held among 
experts qualified by scientific training and experience to evaluate the safety and 
efficacy of such drug (and where a public hearing is required by paragraph (5), 
on the basis of evidence adduced at such hearing by such experts), to be safe 
and efficacious for use only after professional diagnosis by, or under the super- 
vision of, a practitioner licensed by law to administer such drug; 

On the face of it, and to a person not trained in the drug field, ~ 
proposed amendment would seem to be very satisfactory as well : 
constructive, but it must be studied in the light of how it will alec 
the manufacture and distribution of drugs; and, greatest of all, 3 
effect upon the consuming public. 

Based upon what he may consider prevailing opinion among ex- 
perts, or following what amounts to an informal hearing based upon 
the complaint of “any interested person,” it is of interest to note that 
the Administrator may include any type of product that he chooses 
in the list of drugs that must be sold only on prescription. 

Senator Humenrey. Well, I am not going to argue that point any 
more, but I refer you to paragraphs 4 and 5 of the bill. The bill does 
not do what you say it does. 

Dr. Cutten. If you will read carefully paragraphs (B) and 4 and 5 
Senator Humphrey, I think you will find that they are extremely 
tricky. For example, it states “has been determined by the Adminis- 
trator.” There is no mention made of a hearing. Hearings are based 
upon the fact that someone has filed a complaint—“any interested per- 
son” may file a complaint. 

There are two parts to paragraph (B). This fact has thus far not 
been brought out. The Administrator can read medical textbooks and 
literature ¢ ‘and determine for himself what constitutes the present-day 
medical opinion. Based upon what he reads, he can put drugs on the 
prescription list. 

If somebody makes a complaint, then he holds an informal type of 
hearing—and I don’t believe there is much protection afforded by the 
type of hear ing. We have had experience with such hearings in other 
agencies. 

Senator Humpnrey. May I submit to you that the language to which 
you have referred, “has been determined by the Administrator,” which 
is found on page 2 , lines 2 and 3 of the amendments in the nature of a 
substitute for S . 1186, is the source of power from which relief is pro- 
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vided for in paragraph 5, beginning on page 4 and running through 
page 5. 

Jr. CULLEN. All right. 

Senator Humeurey. It is to that power of the Administrator that 
the whole judicial review paragraph is directed. I submit that, in 
reading that, it will be found that there is a very elaborate system 
worked out for the protection of any individual who thinks he is 
agerie ved. 

“Dr. Cutten. You could read it and be lulled to believe that there is 
a very substantial protection afforded, but when you get into a contest 
it is an entirely different story. 

I can cite an instance of just what I am talking about. The medical 
director for one of the Federal agencies read medical literature and 
determined what he considered was prevailing opinion concerning 
certain types of drugs and caused the agency “that he was with to 
proceed against several manufacturers. The manufacturers con- 
tested the cases. They were required to travel all over the United 
States to take testimony. I imagine that the Government and the in- 
dustry together spent in the neighborhood of $1,000,000 in those cases. 

When they arrived at the various places where they were to take 
testimony—that is, where the Government was to take its testimony— 
they found that the author had written the material upon which the 
medical director relied in some instances at the time when he was a stu- 
dent as a thesis, and in other instances when he was an intern in a 
hospital. Most of the people upon whom the Government relied were 
really not qualified. 

Nevertheless, the cases were brought and the manufacturers had to 


> 


fight. 


Senator Humpnrey. Would not that be the unusual situation, Dr. 
Cullen ? 

Dr. Cutten. I would not say so, based upon the experience that we 
have had with a certain Government agency. No; it is not unusual. 

Senator Humpurey. Of course, the Proprietary Association would 
not be involved ; but, under the new drug section of the Food and Drug 
Act, have you heard of any such trouble as that, or that the Adminis- 
trator has all kinds of power / 

Dr. Cutten. I will say this: I will go back to what Mr. Ewing 
said in the House hearings when he was asked a question. His 
answer was, “I will say ‘No’ as of today.’ 

That applies to the group that are there now. But you are working 
ona law that is going to be in effect for a long time. 

The 1906 act became effective on January 1, 1907; and it was more 
than 30 years before that law was changed. Now you are working on 

t law that is going to be in existence for 25 or 30 years. During 
foe years, What kind of Administrators are we going to have? Mr. 
Ewing said in his testimony that the principal protection that the 
manufacturer would have would be that the Administrator would 
exercise good judgment and fairness. 

Now, Task you, whether you want to enact a law where the manu- 
facturers must rely upon the Administrator’s good judgment and 
fairness. That is not the kind of law that should be put on the statute 


books. 
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Senator Humpurey. Again I submit to you, my friend, that that 
is not what this proposal says at all. This proposal says, in sub- 
stance—and I quote: 

The Administrator shall make his order only after a review of the whole 
record and in accordance with the reliable, probative, and substantial evidence, 
and shall make detailed findings of the facts upon which he based his order 
Such order shall be subject to judicial review in accordance with the provisions 
of section 701 (f) and (g). 

And, prior to that, all of the protections of the Administrative Pro- 
cedure Act are available. I want to be very candid with you, Dr. 

Cullen. I have yet to hear any man appear before any committee of 
ee Congress contesting the general substance and the protections 
of the Administrative Procedure Act. 

Dr. CULLEN. It is also extremely important to realize that the Ad- 
ministrator may arrive at what constitutes “Opinions generally held 

. by reading medical journals and other types of medical 
ec 

The enactment of such a provision would provide the Administra- 
tor with the authority to include in the prescription list many of the 
well-known and proven drugs that are now used in self- medication. 

As an example, during the hearings that were held before the House 
Interstate and Foreign Commerce Committee on the Durham bill, 
H. R. 3298, which at that time was for all practical purposes iden- 
tical with S. 1186, Mr. Wolverton, of New Jersey. in discussing 

bee 1. . y ‘ "Pah pin : 
aspirin, asked the Federal Security Administrator, Mr. Oscar Ewing, 
the following question: 

Now, suppose a physician gave aspirin tablets to someone. Is there any pos 
sibility under this bill that it would require the patient to get another prescrip 
tion for a refill? 

Mr. Ewing stated as follows: 

Mr. Ewing. Well, as of today, I would say “No,” but I think you have to 
recognize that under this bill you might have an Administrator who would 
call a hearing to put aspirin on the list of dangerous drugs. If he held that 
aspirin was a dangerous drug and that was appealed to the circuit court of 
appeals and they upheld it, then you would be in that situation. 

The two safeguards you have—really, the main safeguard you have is the 
judgment and fairness of the Daiasiabhediiee: because in the appeal to the cir 
cuit court of appeals, if there was substantial evidence in the record to sustain 
the Administrator's finding, 1 do not see how the circuit court of appeals, could 
do anything about it. The difliculty is that these are problems that are inherent 
in any situation where you have to control trade of any kind, and it is un 

nate and very difficult to frame legislation to prevent abuses and at the 
sane time not set up a cumbersome machine that might go too far. 

From ay Ewing's statement it will be realized that if S. 1186 is 
enacted in its present form the members of the proprietary drug In 
dustry can only hope and pray that the Administrator will exercise 
good judgment and fairness, Should a law to contro} an industry-as 
Important as the drug industry be so loosely drawn ¢ 

If a drug product is placed upon the prescription list and its manu- 
facturer desires to have it removed from such list. the burden of proof 
is shifted from the Government to the manufacturer, who must show 
that his product is safe and /or efficacious. This would be the case 
of the accused having to assume the burden of proof rather than the 
prosecutor. In my opimion, this provides a radical change in law. 


IZAGS >: 10 
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There are tests that can be conducted, the results of which will 
furnish a satisfactory yardstick to determine the safety of drug prod- 
ucts. But efficacy is based upon opinion, and to include the word 

“efficacious” in a law such as this world be to open the door to an almost 
unlimited control of therapeutics. The Administrator could jeopard- 
ize the traditional right of self-medication and the choice of remedies 
for minor ills. 

In the sense in which it is used in this bill, “efficacy” has not been a 
matter for Federal control under any law. <As I have stated, efficacy 
is based upon opinion. Medicine is not an exact science; it is not 
static. Scientific knowledge and opinion are constantly changing. 
Therefore, one physician may be of the opinion that a certain type 
of drug or treatment is ideal for relieving certain conditions, whereas 
another physician may thoroughly disagree with this opinion and 
believe that another type of drug ji is the ideal medication to be used 
under the same circumstances. 

Hence, it must be realized therefore that the Administrator can 
in most instances secure the type of medical opinion concerning a drug 
that will serve his purpose. 

When H. R. 3298 was pending in the House, its sponsors there were 
doubtful about including such vague and ambiguous words as 
“efficacy” and “efficacious.” In fact, the m: jority statement on page 11 
of Committee Report No. 700, dated July 16, 1951, which accompanied 
H. R. 3298, was contradictory, in my opinion. It stated, in part, as 


follows: 
EFFICACY OF DruGs 


The standard which the bill, as amended, would write into the law (sub- 
paragraph (B) of paragraph (b) (1) of the amendment) contains the words 
“efficacy” and “efficacious.” The use of these words has given rise to some 
apprehension, particularly on the part of the manufacturers of proprietary 
drugs (patent medicines), that the Federal Security Administrator might have 
the power to determine which drugs are “efficacious” or “effective” and which 
are not. It may be stated unequivocally that this provision is not infended to 
grant any such power to the Administrator, nor does it lend itself in any way 
to such an interpretation, 

If it was not the intention of the proponents of the bill that the 
Administrator be authorized to determine the efficacy of drugs, why 
were the words included in the original bill? And, furthermore, if it 
was the opinion of the majority members of the committee that the 
Administrator was not to have such authority, why were the words 
allowed to remain in the bill? 

As further proof of the doubts about including such ambiguous 
terms in law, one of the members of the Interstate and Foreign Com- 
merce Committee of the House—Mr. Roberts, of Alabama—during 
the course of the debate on the floor, offered an amendment which 
would strike from subparagraph (B) the words “and efficacy,” and 
also the words “and eflicacious for use only after professional diag- 
nosis by or under the supervision of,” and inserting, in lieu of the 
last statement, “for use only under the supervision of.” And, in com 
menting upon this amendment, Mr. Roberts stated as follows: 

Mr. Roserts. Mr. Chairman, when this bill was being considered in committee, 
there was quite a difference of opinion as to the meaning of the word “efficacy” 
and the meaning of the word “efficacious.” Webster’s Dictionary defines “effica- 
cious” to mean possessing the quality of being effective. Many of us feel 
perhaps that is too broad, and in fact many of us voted to strike those words 
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out in committee. I feel the bill will be just as good and will accomplish the 
same purpose and will answer some of the objections being made along the line 
that we are giving too much power to the Administrator. 

Much discussion followed. While this amendment was adopted, the 
bill was further amended before it passed the House by st —— out the 
entire objectionable subparagraph (B) and inserting in lieu thereof 
the (B) that is to be found in H. R. 3298 as it is pending before your 
committee. This paragraph sets up a just and work. ible standard i 
the bill. 

Under the Federal Food, Drug, and Cosmetic Act, the Administra- 
tion already has the authority to control statements concerning the 
eflicacy of a product. The misbranding provisions of the act provide 
that a drug is misbranded “if its labeling is false or misleading in any 
particular.” Thus the manufacturer cannot make unfounded claims 
concerning the therapeutic efficacy of this preparation; and, in fact, 
the Administration has proceeded against a number of products under 
this very provision. 

The present law also provides that a product is misbranded 


If it is dangerous to health when used in the dosage, or with the frequency 


or 
duration prescribed, recommended, or suggested in the labeling thereof. 


The Administration has also proceeded against products under this 
provision. ‘Therefore, it should be clear that a manufacturer is pro- 
hibited by the existing law from making statements concerning the 
safety and/or eflicacy of his product which are not true. If statements 
made are misleading, the product is subject to seizure. If a drug is 
dangerous to health, it is subject to multiple seizure. In either in 
sti oF e, the manufacturer may be liable for prosecution. 

s I have said, the Administrator already has the power under the 
PP ih law to proceed against products which are misrepresented 
concerning their safety, as well as those that make unfounded thera 
peutic claims for efficacy. He should not be given the _ litional 
power to himself arbitrarily adjudge their safety and eflicac 

Senator Humrurey. The word “eflicacious” applies ae to pre- 
scription drugs. 

Dr. CuLLEN. Why cloes it ? 

Senator Humenrey. It is in that area that it was included in the 
bill. 

Dr. Cuuten. If this bill is enacted, I believe you will find that it 
will be interpreted to go far beyond that. 

The leverage provided by subparagraph (B) of Senate bill 1186 
for control in regulating the composition, labeling, and distribution 
of drug produets would be enormous. No one could predict the full 
extent of it, as it would take form and grow from year to year. Surely 
it would increasingly restrict the right of self-medication and the 
citizen’s choice of remedies. 

On April 25, 1941, the Food and Drug Administration issued 
notice entitled “Information concerning drugs that should be sold 
only to or on the prescription of a physician, dentist, or veteri 
harian,” in which it was stated, in part: 

Obviously it is impossible to list all drugs which may be danverous, since 
not only the composition but also the directions for use and the condition in 


which their use is recommended may have a very definite bearing on the question 
of safety or danger. 
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But now, in 1951, they are asking for the authority to list drug 
products that must be sold on prescription only, In fact, there are 
more drug products on the market in 1951 than there were in 1941; 
and if it was impossible to list them at that time, how can they do 
so now ¢ 

The magnitude of the task may be illustrated by considering, as I 
have already pointed out, that it is estimated that there are about 
30,000 drug produets on the market. In my opinion, the administrator 
would eventually consider all of them to determine whether or not 
opinion could be found that would warrant their being placed on 
the prescription list. 

While it is anticipated by that portion of the pharmacists who are 
supporting this legislation that a small card that can be hung up 
behind the prescription counter will be sufficient to list all preserip- 
tion items, it may be the cause of much chagrin when they find that 
in the course of several years the prescription list has grown to a 
large volume. 

lI am thoroughly convinced that just as soon as this legislation 
would be enacted, and allowing the administrator to do as is provided 
in this S. 1186, they would immediately begin to go through the list 


& 


of drugs for those now sold for self- medication, and you would notice 
that list rapidly decreasing. 

They would have the power, under this bill, of determining whether 
or not a product was not only safe but efficacious; and under that 
broad term they could include any drug they desired to, saying that 
it had to be put on the prescription list because it would be efficacious 
only when used under the supervision of the physician. 

Now, why would aspirin, for example, be more efficacious because 

prescription had been written than it would be if you went into 
a drugstore and bought a bottle of it? 

Senator Humrurey. Do you really think that anybody is going to 
put aspirin on the prescription list ? 

Dr. Cutten. Do you know what Mr. Ewing said in testimony be- 
fore the House 4 

Senator Ht MP HreEY. I read it; he did not say that he was going to 
put aspir in on the list. 

Dr. Cutten. He did not say that he was, but he said that you would 
have to rely upon the fairness and the good judgment of the admin 
istrator. That is the very point that we are talking about. 

Senator Humpurey. Well, 1 am very happy to get your point of 
view. Twill say that the Administrative Procedure Act requires that 
administrative decisions be substantiated by something more than 
whim. They have to be substantiated by fact. Do you think you 
can find any man with normal sense, or even with less than the normal 
sense, who would want to put aspirin on the prescription list / 

Dr. Cutten. I think I would have to say yes, because of the fact 
that, while the physician is a well-trained man and follows a standard 
of ethics, I know a number of physicians who will tell you that aspirin 
should be on the prescription list. 

A cert ain type of administrator would have found authority in 
today’s newspapers to put vitamins on the prescription list. In thi; 
morning’s paper there is an extended article from the Nutrition Divi 
sion of Johns Hopkins University which relates to a discussion on 
In that article they state definitely that vitamins should 


vitamins. 
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be on the prescription list. There is current opinion, coming from 
Johns Hopkins Hospital. Under paragraph (B), as it stands in 
S. 1186, in my opinion, the administrator could use that news item 
as current prevailing medical opinion and thus put vitamins on the 
prescription list. 

Senator Humrnrey. What is your authority for that? What I 
mean is that I am always interested in these prophecies, particul: rly 
when they prophesy doom. They are always more interesting than 
those that prophesy happiness. 

What record do you have? Most prophets have been able to point 
to the past; Jeremiah and Isaiah had something they could cite about 
their forefathers. Now, what can you cite to me to indicate a ca- 
pricious, completely arbitrary attitude on the part of the Food and 
Drug Administration ? 

Dr. Cutten. A few years ago the Food and Drug Administration 
issued a notice to manufacturers of worm medicines sold over the 
counter and stated in substance that if the manufacturers continued 
to distribute such products they would be proceeded against. The 
manufacturers did not care to become involved in a long court fight. 
Therefore they discontinued the sale of various types of worm mix- 
tures, and today, except for pinworm remecies, there are no produce ts 
sold in interstate commerce intended to be used in removing worms 
from the human. There are, however, products manufactured and 
sold intrastate. The Federal Government does not have control over 
these products so as to determine their strength and safety. It is true 
that sanitation is the best method of combating worm infestation, but 
good sanitation is not universal. In my opinion there are certain sec- 
tions of the country where good products of this type are essential, but 
they are not available because of an arbitrary a, 

Senator HumMpHREY. There Was a reason for t., too, Was there 
not, inasmuch as there were a large number of cases in which people 
were poisoned by certain worm-relief medicine 4 

Dr. Cutten. That is not the case. 

Senator Humpurey. Is that not right? 

Dr. CuLteNn. No. 

Senator Humpnrey. I did not say that they died. I said that they 
were poisoned, 

Dr. Cutien. But there was not a large number of cases. In the 
cases that were found, in every instance that I know of, the mothe 
had not followed the directions on the label. 

Now, that is not the manufacturer’s fault. You cannot go into a 
home and administer the medicine for the person any more than a 
physician can go into the home and administer the medicine he 
prescribes. 

In my private practice a number of times people come back to me in 
10 days when, as a matter of fact they should not have returned for 
2 or 3 weeks, based upon the amount of medicine they were given. 
They decided that if one spoonful was good, two vould be better. 

How are you going to correct that? 

Senator Humpurey. I do not think that you can correct that. miv 
friend. I do not think that is relevant. When a man gets a pre- 
scription, if he wants to eat the whole box of pills, there is nothing 
you can do to stop him. 
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Dr. Cutten. Now, let us take a look at the report that was prepared 
by the Interstate and Foreign Commerce Committee of the House when 
the amendments to the Federal Trade Commission Act were pending. 
The report stated, in substance, that it was not the purpose of the act 
te protect the allergic individual or the idiosyncratic person. 

Now, what we are talking about in many of these instances is the 
person who is allergic to certain drugs, and there is no way that they 
can be protected. 

About 20 percent of the population of the United States is allergic 
to something, whether it be food, drug, or drink, and you cannot pro- 
tect those individuals by any type of law. They find out by sad experi- 
ence the things to which they are allergic. Thereafter they will avoid 
those substances. 

Senator Humpnrey. I gather that you feel that the definition of 
prescription drugs included in the House bill is sound. 

Dr. Cutten. In the House bill; yes, sir. 

Senator Humpurey. All right. And you have agreed with the pro- 
posals which have been presented here by the various associations ? 

Dr. Cutten. Yes, sir. 

Senator Humpurey. You feel that they would be beneficial and 
sound ¢ 

Dr. Cutten. That is right. 

Senator Humrurey. Let me ask you this question : 

I can see why you, as The Proprietary Association representative, 
would have some fears about the listing provision. I recognize that 
there are a lot of people who would like to put a lot of proprietary 
products out of business. Remember that I spent a good many years 
behind the prescription counter. Iam familiar with the operation of 
a drug store and with some of the tricks of the trade. 

I also recognize how some companies will keep products on prescrip- 
tion until they get people conditioned to asking for them and then 
take those products off prescription and make them available over the 
counter. 

In other words, I am not a babe in the woods on this. My father 
spent 55 years at it, and I was with him for 28 of them. So I am not 
without some information on this. 

What Iam saying is simply that I realize that there are a number of 
what are termed profession: al people who would like to take any kind 
of product, such as the vitamins, which you have mentioned, and have 
them available only on prescription. 

Now, there may be some vitamins that ought to be on prescription. 
The field is dynamic, and I do not think that we ought to make any 
definite judgment on these products. 

sut I do not want to see anything in the law that is going to knock 
out legitimate proprietary drugs. 

I also know that a lot of abuses have taken place. We have to elim- 
inate those abuses. We have the problem of mislabeling, part of which 
is the placing of simple labels on dangerous drugs. I remember that 
when the Labeling Act went into effect we had to change the label on 
certain products which had been sold as a heart cure. It was no heart 
cure. So we labeled it as a cactus compound, which it was, and should 
have been. Is not that right? 

Dr. Cutten. That is correct. That change in labeling was perhaps 
the result of the 1906 act. 
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Senator Humpurey. I was selling a heart cure many years later. 

Dr. CuLLen. Well, if it was in 1936, you had a product that was 
smuggled from somewhere, because I was in the Food and Drug Ad- 
ministration before that time and I know that we were combing the 
hills and the byways for products of that kind. 

Senator Humpurey. Well, you and I will see each other privately 
onthat. It wasa good seller, too. 

What you are worried about in connection with this lis sting provi- 
sion is that it will be used to the detriment of the legitimate well-estab 
lished proprietary products which are sold over the counter in the drug 
business. Is that correct ? 

I refer, for example, to drugs like Bromo-Seltzer. 

Dr. Cutten. Bromo-Seltzer, in my opinion, would probably be one 
of the first items that would be considered for the prescription list if 
S. 1186 is enacted. 

Senator Humrurey. But you feel that under the so-called objective 
definition it would not be listed as a prescription drug 

Dr. Cutten. The Food and Drug Administration has the authority, 
and they have proceeded against Bromo-Seltzer and other similar 
products several years ago under the “d: angerous to health” provision 
of the act, which provides that a product is misbranded and subject 
to multiple seizure if it is dangerous to health when used in accord- 
ance with the directions or the frequency recommended in the label- 
ing thereof, and so forth. 

At that time the Bromo-Seltzer officers met with the administration 
people, and a change in the labeling resulted. While they did not 
enter into an agreement, the product has been on the market since that 
time unmolested. 

Senator Humpnrey. I recognize your greater experience, and I 
really am honored to have you testifying before this committee, con- 
sidering the great experience that you have. You come here as a quali- 
fied witness, believe me. 

Your feeling is that if power to list dangerous drugs is placed in 
the hands of the Administrator, it will be subject to abuse, despite the 
protections afforded by the Administrative Procedure Act which are 
written into the bill, and that you would find one product after another 
being taken off of the proprietary list and being moved over into the 
prescription list, literally putting the seller of proprietary medicine 
out of business ? 

Dr. Cutten, That is my view; and, Senator Humphrey, I cannot 
agree with you on the amount of protection that is afforded by the 
Administrative Procedure Act so far as it relates to efficacy. 

When it comes to safety, we have a definite yardstick to rely upon 
as to what constitutes a safe drug. But, of course, it is not perfect. 
The correct definition of a poison is “too much.” Ifa person uses too 
much of any product, they may be poisoned. 

Senator Humpnrey. They can be poisoned by water. 

Dr. Cunten. A youngster in New Jersey did die from drinking 
too much water. One of the sure poisons we have is on your table 
every day—salt. 

Senator Humenrey. I get your point of view on this. I think there 
is a real, legitimate argument about this term “efficacy.” Maybe the 
word “safe” would be sufficient. Maybe it would be sufficient for all 
practical purposes. 
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Dr. Cutten. No one is going to argue with you about including the 
word “safety” in the bill because of the fact that there is not a manu- 
facturer who would want to sell a product that is not safe. But when 
we come to consider efficacy, that provides another problem, since 
opinions are constantly changing. 

Senator Humpnrey. Well, I recognize that the proprietary people 
have a real, legitimate interest and concern about ,this proposal. 1 
wanted to draw you out here as much as I could, so that we have your 
opinions in the record. 

Will you go ahead, please ? 

Dr. Cutten. While we are told that the Administrator will have 
the assistance of experts in selecting drug items for the prescription 
list, the question arises: Who will qualify as an expert in this field, 
particularly as it relates to efficacy? This is asked in view of the 
fact that efficacy is based upon opinion, and there are many different 
opinions concerning the value of various drugs. 

It comes down to the point that the Administrator could select the 
particular experts who hold opinions that suit his purpose in a specific 

stance. If I may quote Mr. Ewing again, the manufacturer’s main 
teks lard is the judgment and fairness of the Administrator. 

We are also told that S. 1186 contains court review provisions which 
will restrain the Administrator in his actions. As I have stated, I am 
not an attorney and will therefore not attempt to discuss in detail the 
review provisions of the bill. 

However, in my position I am required to familiarize myself with 
the so-called hearings that are held by some of the administrative 
agencies: and I am of the opinion that if the Administrator holds a 
hearing as provided for in this bill, he will have little difficulty im 
getting into the record evidence that would satisfy his purpose. 

Therefore, the findings as to the facts in the particular case, and 
upon which an order would be based, would be determined by the 
evidence submitted. Hence such facts would be conclusive, and the 
circuit court of appeals could not set such an order aside. These 
hearings are long, drawn-out, involved, and expensive. The average 
manufacturer cannot financially afford to follow that wearisome road ; 
and hence, in many instances, without contest, administrative inter- 
pretations became the rule. 

It has not been my intention to discuss to any extent the effect that 
subparagraph (B) of this bill would have on the physician or his 
prescriptions. That is for others. 

In conclusion, the members of The Proprietary Association object to 
the broad and unnecessary power afforded the Federal Security Ad- 
ministrator by subparagraph (B). 

If S. 1186 is enacted in its present form, the first to suffer under its 
provisions will be the manufacturers of proprietary medicines. We 
are sure that in a very short time many of the products that are now 
being used in self-medication will be placed upon the prescription list, 
and as the years go on the list of drugs that may be used in self-medi- 

cation will be reduced until proprietary remedies will practically 
dissawesr from the market. 

The next to be affected will be the man who believes that he will 
benefit by the enactment of this legislation, the retail pharmacist. 

The list of proprietary items that he sells now will be greatly re- 
duced and likewise his profits. The proponents of this bill tell him 
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that there will be an increase in the number of self-medication items 
that he cansell. Undoubtedly certain drug products that are not now 
adequately labeled, and about which he has doubts concerning their 
sale other than on prescription, would contain adequate labeling under 
the provisions of this bill, and could be sold over the counter. 

But the manufacturers of such products have for many years ad- 
vertised only to members of the professions, and it is not conceivable 
that the mere enactment of this legislation is going to cause them to 
advertise to the general public. Therefore, unless the pharmacist 
does what is called counterprescribing (that is, he recommends to the 
customer a particular product to use), the average consumer would 
have no way of knowing about these various items. I am of the 
opinion that if the pharmacist does indulge in counterpreseribing, 
he may find himself in difficulty under his State Medical Practice 
Act. 

Third, the consumer would be most seriously affected. The list of 
items that he can now purchase for use in his home to relieve minor 
ills would be greatly reduced. It would be necessary for him to visit 
his physician more frequently, and thus there would be a material 
increase in his cost of medical care. This the consumer cannot afford. 

The enactment of this bill in its present form would greatly in- 
crease the cost of medical care. The administrative enmeshment and 
the grant of great power which S. 1186 provides are not necessary to 
the avowed purpose of this bill. 

H. R. 3298 as it passed the House divides drugs into two classes. 
The first group includes those which may be habit-forming, such as 
sleeping pills, dangerous drugs, and also new drugs, such as the anti- 
biotics, penicillin, for example. 

These drugs must be sold only on preseription and their labeling 
will include the statement “Caution: Federal law prohibits dispens 
ing without prescription.” Such a prescription cannot be refilled 
without the authorization of its writer. The second group includes 
those drugs which can be adequately labeled for sale without a pre 
scription. It is true that this latter group will include many drugs 
that are advertised only to members of the professions. 

With this division of drugs, the pharmacist has his guidepost. The 
twilight zone in labeling will be removed. If a label contains the 
caution legend, the pharmacist is alerted to the fact that the produet 
must be sold only on prescription, and that the prescription can be 
refilled only upon authorization. 

If it does not contain the caution, he can sell the product over the 
counter, or refill a prescription as the patient may desire. 

Hence, if we study carefully the provisions of the 1938 Federal 
Food, Drug, and Cosmetic Act, we will arrive at the conclusion that if 
this law is amended by the provisions that are included in H. R. 3298 
as it passed the House, it will afford the relief that the proponents of 
S. 1186 claim is sought. 

It will, at the same time, maintain the pattern of the present Jaw 
by placing the responsibility for proper labeling of drugs upon the 
manufacturer who has spent large sums of money in research to deter- 
mine the safety and/or eflicacy of his product. That is where the 
responsibility belongs. And thus will be insured the principle of 
individual responsibility under requirements and by standards set up 
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by the statute. The responsibility thus placed will insure adequate 
protection to the consuming public. 

The members of the Proprietary Association are of the opinion 
that H. R. 5298 as it passed the House is an excellent piece of legisla- 
tion and would recommend its being reported by this committee. 
However, we have signed a petition, along with other associations, 
which has been presented to this committee and which includes two 
amendments to H. R. 3298 which deal solely with the prescription 
problem. 

Since the products manufactured by the members of the Proprietary 
Association are not affected by the proposed amendments, and, in our 
opinion, they will in no way interfere with the protection of the con- 
sumer that is afforded by this bill, we are offeri ing no objection to them ; 
but suggest that no other amendments be : accepted for adoption. The 
bill should be reported soon and we hope for early enactment by the 
Senate. 

Senator Humrurey. Well, Doctor, as you know, an awful lot of 
what you have in the House bill is in S$. 1186. What you mean is that 
some of the relatives in S. 1186 can be dispensed with. 

Dr. Cutten. That is right. 

Senator Humpurey. All right. Thank you very much, Doctor. 
We appreciate your statement. 

Dr. Cutten. Thank you, Senator. 

(After the close of the hearing the following supplemental state- 
ment was filed on behalf of the Propriet ary Association : ) 


SUPPLEMENTAL STATEMENT BY JAMES F. Hoar, GENERAL COUNSEL, THE, 
PROPRIETARY ASSOCIATION 


The position of the Proprietary Association on the two bills was stated during 
the hearings by Dr. Frederick J. Cullen, the association’s executive vice presi- 
dent. The association endorses H. R. 3298 as passed by the House of Represen- 
tatives. It endorses the two amendments proposed in a statement submitted for 
the record by Herman S. Waller, Esq., general counsel for the National Associa- 
tion of Retail Druggists. That is the joint statement on behalf of the National 
Association of Retail Druggists, the American Drug Manufacturers Associa- 
tion, the American Pharmaceutical Manufacturers’ Association, and the Proprie- 
tary Association. 

The Proprietary Association opposes S. 1186 on the same ground on which 
it opposed H. R. 3298 prior to the amendment thereof on the floor of the House. 
That ground of opposition is the inclusion in S. 1186 of the provision ({b] [1] 
[B]) restricting to prescription sale all drugs which the administrator adminis- 
tratively determines to be “safe and efficacious for use only after professional 
diognosis by, or under the supervision of, a practitioner licensed by law to 
administer such drug.” 

The bill (S. 1186) purports to impose a form of legal restraint upon the 
exercise of this great power, and several times during the hearings references 
were made to the provisions of the bill in this respect. Mr. George P. Larrick, 
Deputy Commissioner of Food and Drugs, and Hon. Oscar Ewing, Feder] 
Security Administrator, testified that these provisions were adequate to protect 
the industry and trade against any improper exercise of the great administra- 
tive power. Senator Humphrey also made numerous references to these pro- 
visions of the bill and described them as being comprehensive and effective safe- 
guards. 

These provisions appear as paragraph (5) beginning with line 6 on page 4 
and going through line 20 on page 5. A reading of this paragraph is quite likely 
to give the reader an impression of review and restraint of administrative 
action. Analysis of the paragraph, however, discloses that, instead of protecting 
the industry and trade against administrative action, it exposes the industry and 
trade to multiplied administrative steps and practices. The fact is that these 
provisions offered as relief from and safeguards against administrative ex- 





AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 149 


cesses would have quite the opposite effect. They would so entangle and enmesh 
the subject parties in long, drawn-out, time-consuming, expensive administra- 
tive procedure and red tape as to make their plight far worse and the adminis- 
trator’s power more absolute. 

It is a commentary that administrative procedure, instead of having advantage 
over judicial procedure in economy of time consumption, monetary expense, and 
procedural requirement, is quite the contrary. It is more costly in time and 
money and far more complex in procedural involvement. And at the end of the 
long, wearisome trail, judicial review is of little practical value not only because 
the powers of the courts are closely circumscribed but because the issues have 
lost their clarity under the incrustation of red tape. 

That this is the case is documented in a long line of court decisions and attested 
by widespread experience with administrative procedure under numerous regu- 
latory statutes. That such would be the case under the provisions of S. 1186 is 
apparent upon analysis. 

COMPLEX PROCEDURE 


The bill provides that the Administrator make his determination merely upou 
the basis of opinions of experts—selected, of course, by him and obtained from 
writings or ex parte examination. If there is no challenge to that determination, 
it stands. If challenged, then the challenger may begin a sequence of time- 
consuming and expensive steps. 

The burden of proof is shifted from the Administrator. He would assert the 
authority. The challenger would, in effect, have the burden of showing that 
the assertion was not justified. 

Starting on page 4 at line 6, the bill provides that any interested person may 
file with the Administrator a petition proposing the making of a determination, 
or the modification of a determination made or proposed to be made, by the 
administrator pursuant to subparagraph (B) of paragraph (1). Subparagraph 
(B) is the provision which permits the Administrator to separate drugs into 
professional and over-the-counter classifications. 

The bill provides (p. 4, line 18) that “The Administrator shall give public 
notice of the proposal made in the petition and shall give to all interested 
persons a reasonable opportunity to present their views thereon, orally or in 
writing, * * *.” Thereafter, the Administrator shall make public his action 
upon such proposal. 

Then the bill provides (p. 5, line 1) that at any time prior to the thirtieth day 
after such action is made public “any interested person may file with the 
Administrator objections to such action, specifying with particularity the 
changes proposed, stating reasonable grounds therefor, and requesting a public 
heartae *) * 5” 

The Administrator shall thereupon give notice and hold a public hearing 
(p. 5, lines 10-12). 

As soon as practicable after the hearing, the Administrator shall make his 
determination and issue an order (p. 5, lines 12-14). 

The order is subject to court review within 90 days, in accordance with the 
provisions prescribed in section 701 (f) and (g) of the Federal Food, Drug, and 
Cosmetic Act (p. 5, lines 18-20). 

Section 701 (f) of the act applies to court review of certain stated regulations 
promulgated pursuant to section 701 (e). Presumably the purpose of the bill 
is to adapt that procedure to the orders of the Administrator made as above 
stated. 

Section 701 (f) provides that “any person who will be adversely affected by 
such order if placed in effect” may “file a petition with the circuit court of 
appeals of the United States for the circuit wherein such person resides or has 
his principal place of business, for a judicial review of such order.” 

If the petitioner applies to the court for leave to adduce additional evidence 
and shows reasonable grounds for the failure to adduce it in the proceedings 
before the Administrator, the court may order the taking of additional evi- 
dence before the Administrator who may then modify his findings or make 
new findings and file the same and his recommendation, if any, for the modifica- 
tion or setting aside of his original order, with the return of such additional 
evidence. 

Somewhere along the route of this complex procedure, another step may be 
inserted in the form of an application to the court, pursuant to section 10 (d) 
of the Administrative Procedure Act, for a stay of the Administrator’s ruling 
pending judicial review. Section 10 (d) of the Administrative Procedure Act 
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does not assure a Stay. It merely affords the right to seek one, and the seeking 
of it would be another step to be injected somewhere along the line, 







LIMITED COURT REVIEW 


After the numerous Steps set out above and others which would be occasioned 
as corollaries of them, the court would at last have jurisdiction to affirm the 
order or to set it aside, in Whole or in part, temporarily or permanently. But, 
“the findings of the Administrator as to the facts, if supported by substantial evyi- 
dence shall be conclusive” (sec. 701 (f) (3)). 

That is the clincher. That is the barrier to any substantive relief, to any 
practical review. The court may have some freedom in dealing with questions 
of law. But questions of law are not usually the ones of moment in the review 
of agency actions. Most of the time, it is the issues of fact Which have led to the 
administrative proceeding, which have been decided by that proceeding, and 
which have been decided by that proceeding, and Which need to be reviewed 
But if the findings of the Administrator are supported by substantial evidence. 
the court is bound by them and the review amounts to no more than determining 
Whether there was substantial evidence. Therefore, the court’s power is dis- 
tinctly and severely limited. 

It is of course understood that substantial evidence is not the same as pre- 
ponderance of evidence or weight of evidence. That is clear by the statement 
in the statute. It is clear in a multitude of court decisions. 

The bill provides that the Administrator shall review the whole record. The 
Administrative Procedure Act makes a similar requirement and some have 
thought that this requirement materially enlarges the court review. The only 
strand of hope for that view is the recent Supreme Court decisions (Universal 
Camera Corp. v. N. L. R. B.. 95 L, Ed. 304; and Labor Board v. Pittsburgh 8. 8. Co., 
95 L. Ed. 318). But Mr. Justice Frankfurter, speaking for the Court in the 
Universal Camera case, made it clear that judicial review remained in narrow 
limits He said: 

“To be sure, the requirement for canvassing ‘the whole record’ in order to 
ascertain substantiality does not furnish a caleulus of value by which a 
reviewing court can assess evidence. * * * Nor does it mean that even as 
to matters not requiring expertise a court may displace the Board’s choice be- 
tween two fairly conflicting views, even though the court would justifiably have 
made a different choice had the matter been before it de novo” (p. 313). 

The phrase “substantial evidence” has no well established meaning. It does 
mean more than a scintilla of evidence. But, being practically interpreted, it 
means only that the Administrator shall not have acted capriciously, wantonly 
or arbitrarily. It is extremely difficult to make such a point where there have 
been any facts at all, and experience has abundantly demonstrated that there 
is no practical relief in this form of review. It is “administrative law” at its 
very worst * * * and the courts sometimes have in effect so said, but they 
have added that when Congress makes such provisions they are helpless to do 
anything about it. 

While this sort of review is provided in the Federal Food, Drug, and Cosmetic 
Act as to some provisions therein, it nowhere appears with respect to a power 
of the nature, scope and importance as that proposed in paragraph (B) of § 
1186. At present it appears in the act only with respect to powers which are 
standard making in character, those of a quasi-legislative nature. The power 
proposed in 8. 1186 is judicial in character ; one whereby individual rights per- 
taining to individual properties and indivdual persons would be determined 
one by one—or even worse, perchance, by lot. 

Without exception the courts have held that the administrative agency is to 
find the facts. In the Steel Conduit case (Triangle Conduit & Cable Co. v. F. T. C., 
168 F. 2d 175; affirmed 336 U. S. 956), the circuit court of appeals said: 

“In this state of the record it will be enough to say that Congress has left to 
the Commission the determination of the facts, Federal Trade Commission v 
A, FE. Staley Mfg. Co. (324 U. S. 746), * * * and the weight to be attributed 
to the facts proved and the inferences to be drawn from them” (p. 180), 


ADMINISTRATIVE PROCEDURE ACT 


S. 1186 makes a reference to the Administrative Procedure Act. There were 
Statements about it during the hearings. Senator Humphrey particularly re 
ferred to it and suggested that the administrative procedure under the provisions 
of S. 1186 might be likened to an action for declaratory judgment. The pro- 
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visions of the bill, however, do not Support that analogy. There is but one 
reference in the bill to the Administrative Procedure Act and that is in paragraph 
(5) where it is provided that the filing of a petition for the purpose of opposing 
a proposed determination that a drug is one to which subparagraph (B) applies 
shall stay the restriction to prescription sale “until a petition for judicial review 
can be filed and interim relief sought under section 10 (d) of the Administrative 
Procedure Act.” That is the only reference to that act, and an examination of 
section 10 (d) clearly shows on the face of it that it merely authorizes the 
Court to issue appropriate process to postpone the effective date of the proposed 
determination upon such conditions as it may require and to such extent 
may be necessary to prevent irreparable injury. Section 10 (d) in full 
follows: 

“Pending judicial review any agency is authorized, where it finds that justice 
so requires, to postpone the effective date of any action taken by it. | pon such 
conditions as may be required and to the extent necessary to prevent irreparable 
injury, every reviewing court ( including every court to which a case may be taken 
on appeal from or upon application for certiorari or other writ to a reviewing 
court) is authorized to issue all necessary and appropriate process to postpone 
the effective date of any agency action or to preserve status or rights pending 
conclusion of the review proceedings.” 

Thus it is clear that the reference to the Administrative Procedure Act means 
only that the manufacturer or distributor of a drug which the Administrator 
has listed or proposes to list for prescription sale may apply to the court for a 
stay pending the administrative procedure and court review set out on earlier 
pages of this statement. It does not assure a stay. It merely assures the right 


is as 


toask forone. It thus adds one more step to the many steps already enumerated 
and adds to the complexity. 

The Administrative Procedure Act has not accomplished conspicuous Changes 
in administrative procedure. It may have affected some agencies and altered 


the practices of some, but in the realm of agency trials and adjudications it has 
amounted to very little. There have been a number of commentaries upon it, 


A comprehensive one appears in the ‘Yale Law Journal for April 1951 (vol, 60: 
O51) entitled “The Administrative Procedure Act: A Study in Overestimation.” 
It is written by Reginald Parker. visiting professor of law, I niversity of Arkan 
sas, and the article is the substance of a chapter of Professor Parker’s forth 
coming book Administrative Law - A Text, to be published by the Bobbs-Merril] 
Co. Professor Parker Says on pages SS7—HAs: 

“Where the act changes rather than restates the law, it naturally curbs adminis- 
trative agencies to a certain degree. Thus, if none of the exceptions are appli- 
cable, an adjudicatory hearing must now be given by an examiner qualified under 
section 11. The rule making process must be conducted so as to give parties 
interested an opportunity to express their views. And the right of parties t 
have counsel and to be issued subpenas is established beyond doubt as far as 
the act goes. To some extent then, administrative law has been changed to fayor 
private parties and limit the freedom with which agencies can act 

“These limited changes, however, do not come close to an effective curb of the 
administrative branch of the Government as such. The governors are now not 
essentially more governed, nor the regulators regulated, than before. Adminis 
trative agencies flourish as ever and the APA has neither diminished their 
number nor curtailed their various, heterogeneous purposes. Such rules as that 
of primary jurisdiction, exhaustion of administrative remedies, and substantia! 
evidence, which have strengthened agencies’ position so much during the Jast 
decades remain untouched. Nor has the act diminished the force of the most 
recent judge-made administrative legal doctrine, I 


giving preponderant weight to 
agency holdings involving both so-cailed Mixed questions and the agency's quali 
lied experience. Unchanged is the broad power of delegated legislation, at one 
time so obnoxious to Many traditional lawyers, Agencies make rules, pursuant 


to wide statutory autho ity, as thev see fit and the courts, 
fere. Nor does the Administrative Procedure Act.” 


On page 590, Professor Parker Says: “Apart from trials de novo, which the 


asa rute, ao not inter 


act expressly preserves, the law how is to the effect that courts 1 ay not rea 
praise the evidence that was before the agency. Rather, the review court is 


bound to accept it if it is substantial.” 


POWER GRANT NOT NJ CESSARY 


All of the administrative enmeshment of S. 1186 is not hecessary. The gr 


grant 
of the great power administratively to restrict drugs is not hecessary to the 
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avowed purposes of the bill. Those purposes may be fully met without it. H.R. 
3298 as passed by the House of Representatives completely carries out the 
purposes declared for the bill and avoids the grant of power and the compli- 
cated administrative procedures. 

It should be remembered in appraising these bills that the Federal Food, 
Drug, and Cosmetic Act as now constituted contains strict provisions with respect 
to the safety of drugs and drastic procedures for enforcement. Section 505 
regulates the marketing of “new drugs”; section 501 defines and the law outlaws 
adulterated drugs: section 502 defines and the law outlaws misbranded drugs. 
A drug is misbranded if its labeling does not contain information required by 
the act to assure the safe use of it. It is misbranded if the labeling is false 
or misleading in any particular, if the ingredients are not declared, if habit- 
forming drugs do not bear the statement, “‘Warning—May be habit-forming,” if 
the labeling does not bear adequate directions for use and adequate warnings 
against misuse, and (502 (j)) “if it is dangerous to health when used in the 
dosage, or with the frequency or duration prescribed, recommended, or sug- 
gested in the labeling thereof.” 

To enforce these requirements and safeguards, the Administrator is author- 
ized to institute injunction proceedings (sec. 302), to prosecute criminally with 
penalties running up to imprisonment for 3 years or a fine of $10,000, or both 
such imprisonment and fine (sec. 803), and to seize adulterated or misbranded 
goods or goods which have not complied with the new drug section (sec, 304). 


CONCLUSION 


H. R. 3298 as passed by the House of Representatives meets the matter of 
prescription limitation in the pattern of the Federal Food, Drug, and Cosmetic 
Act as originally constituted. The act, in its important respects, defines objec- 
tive standards and imposes upon all who are subject to it the obligation and 
responsibility to meet the standards. This law has been developed on the 
foundation of individual responsibility according to objective standards fixed 
by law. H. R. 3298 would rest on that same foundation. S. 1186 would not. 

Senator Humpurey. Ww e will go on now to our next witness, Mr. 
Judson D. Ryon of the National Diet: ary Food Association, W ilming- 
ton, Del. He will conclude our witnesses for tod: Ly. 

I regret that we have to keep you here and cause you to miss your 
lunch. I am missing mine, too. 

Is Mr. Judson D. “Ryon here? 

If not, we will just go down the line. 

As 1 understand it, Dr. Fischelis of the American Pharmaceutical 
Association has asked permission from the chairman to testify to- 
morrow. Is that correct / 

Dr. Fiscnenis. That is right, Mr. Senator. 

Senator Humpnrey. We will honor that request. 

Is Mr. Sibley here from E. R. Squibb & Sons? 

Mr. Srptey. Yes. 

Senator Humpnrey. Maybe we can hear from you today. Would 
you like to be heard? You can do whatever you wish, because if you 
had planned on being prepared tomorrow, we would not want to rush 
you into testifying tod: ay. 

Mr. Smmuey. That will be all right. 

Senator Humpurey. Is your statement rather short ? 

Mr. Sisitey. Yes. 

Senator Humeurey. I have about 30 people at a luncheon that I 
am supposed to get down to. Why do you not go right ahead, Mr. 
Sibley. 

Mav I ask whether Dr. Ernest H. Volwiler is here? 

A Voice. Dr. Volwiler will be here tomorrow. 

Senator Humrurey. Is Mr. Wheeler here? 

Mr. Wueeter. Yes, sir. 
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Senator Humpnrey. Is your statement long or short, Mr. Wheeler / 

Mr. Wurreter. My statement would be pretty long, but I did not 
intend to read it. 

I can do whatever you wish. However, my prepared statement will 
not be ready until tomorrow. 

Senator Humrurery. I think we ought to give you the opportunity 
to proceed as you wish. 

Will you go ahead, Mr. Sibley? 


STATEMENT OF GEORGE H. SIBLEY, VICE PRESIDENT, E. R. SQUIBB 
& SONS, NEW YORK, N. Y. 


Mr. Ststry. My name is George H. Sibley, and I am vice president 
and general attorney of E. R. Squibb & Sons. 

KE. R. Squibb & Sons is engaged in the manufacture of drugs and 
medicines, many of which are sold only upon the prescription of a 
physician, dentist, or veterinary, and many others of which are in- 
tended to be sold, and are sold, over the counter without a prescrip- 
tion. 

The company’s manufacturing activities date back to 1858, when 
Dr. E. R. Squibb, a member of the Medical Corps of the United 
States, was persuaded by a group acquainted with his unusual ca- 
pacities in the field of research to set up a small manufacturing lab- 
oratory in Brooklyn, dedicated to producing and improving, through 
research and development of scientific skills, drugs and “medicines 
of uniform standards of quality tested potency and efficac y. 

His principles have since dominated the policies of the company 
which now maintains extensive manufacturing laboratories _ the 
United States—in Brooklyn, N. Y., and New Brunswick, N. J— 
and, through subsidiary corporations, the company has substantial 
manufacturing laboratories outside of the United States in Canada, 
Mexico, Cuba, Brazil, Peru, Argentina, Uruguay, and England, and 
has also entered into arrangements for the manufacture of Squibb 
products in Belgium, Italy, and India. Additional laboratories are 
in the course of construction in Venezuela, Colombia, the Philippine 
Islands, and Turkey. The company and its subsidiaries maintains a 
large scientific staff engaged in research and product development, 
the total expenditures for which have been running recently at a 
rate in excess of $4,000,000 per annum. 

I mention these facts in order that your committee may appreciate 
that E. R. Squibb & Sons presents its views upon the proposed legis- 
lation before you with a sense of responsibility toward the profes- 
sion of medicine, dentistry, and pharmacy, and with conscientious 

regard for the best interests of the patients served by them and by 
iva manufacturers. 

Our views are presented with due respect for the important duties 
and responsibilities which, in the public welfare, are lodged with 
he Federal Food and Drug Administration. Our company, like 
most of itS competitors, maintains a medical department which, 
through the direction of fellowships and grants to universities and 

clinies and through consultation with outstanding members of the 
medical profession, through participation in the activities of medical 
association societies, through frequent consultation with the Federal 
Drug Administration and city, county, and State administrations, is 
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constantly on the alert to develop and maintain products intended 
to improve public health, combat disease, and alleviate human suf- 
fering. 

E. BR. Squibb & Sons is a member of the American Drug Manu- 
facturers Association and subscribes to the views which have been, 
or will be, presented to you on behalf of that association by its dis- 
tinguished counsel, Leslie D. Harrop. 

Spe: aking on behalf of E. R. Squibb & Sons the chief point in issue 
with respect to the proposed amendment, is whether the Federal Drug 
Administration shall take over from the manufacturers the primary 
responsibility and duty of determining what drugs and medicines 
must be sold only upon prescription. The House of Representatives, 
after extensive committee hearings and floor debate, has said “No” 
to the proposal to shift that responsibility and duty, provided, how- 
ever, that certain drugs, the standard for determining which is set 
forth in the act, shall be dispensed only upon prese ription ae shal] 
bear on the label of the package a legend which reads, Caution : 
Federal law prohibits dispensing without prescription.” 

Under H. R. 3298 as adopted by the House, the drugs which may 
be sold only by prescription, and must be so labeled, are those drugs 
which, because of toxicity or other potentiality for harmful effect, 
or the method of use, or the collateral measures necessary to use, are 
not safe for use except under the supervision of a practitioner licensed 
by law to administer them. 

The cautionary legend gives the pharmacist clear guidance. He is 
entitled to it. The manufacturer then bears the responsibility for 
determining what drugs he manufactures shall be so sold and labeled 
as prescription items. The manufacturer makes the decision at his 
peril for, if he is wrong, the Federal Drug Administration may pro- 
ceed against him. 

There are those who have urged this shift of responsibility from 
the manufacturer to the Federal Government, who have even sug- 
gested that a further additional factor be considered in determining 
what is a prescription item, and that is, a test of efficacy. I am sure 
that you gentlemen have known of many cases when a drug which 
is efficacious when used by one patient is of relatively little or no 
efficacy when used by another patient. 

Then, too, you are familiar with those cases in which some patients 
are allergic to a partic ‘ular drug, just as they may be allergic to cer 
tain foods. Heretofore, the average patient h: is looked, and prope r ly, 
to his physician to determine, in the light of his own peculiarities, 
what medicine he should take for any serious illness, and, certainly, 
to shift this responsibility to the Federal Government is an obvious 
step toward socialized medicine by which the Government will elect 
to prescribe what medicines we shall take and under what cir 
cumstances, ; 

This, I submit, is a responsibility impossible of discharge. Any 
serious effort by the Federal Government to discharge that responsi- 
bility would involve the expenditure of millions and milkons of dol 
lars and surely weaken the high standards self-imposed by doctors, 
dentists ae pharmacists as well as those which drug manufacturers 
have set for themselves above and beyend statutory requirements. 

I trust it is clear to you gentlemen that the proposal to shift this 
responsibility refers to all drugs now on the market, as well as new 





AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 155 


drugs. I think you should know that when new drugs become effective 
under the present law, it is customary for the manufacturer to take 
up, in friendly consultation with the Federal Administration, as one 
of the factors leading to qualification of the drug, whether it should 
or should not be sold only upon prescription, and the question is 
usually ironed out satisfactorily, with the manufacturer willingly 
assuming the responsibility in the event that the decision proves 
wrong. 

In conclusion, I submit that when the manufacturer must act at 
his own peril he has a far greater stake in serving faithfully the public 
interest than if he is relieved of that responsibility which is then 
lodged in the hands of bureaucratic government, however well mean 
ing or well administered may be the responsible governmental agency 
at any particular time, or vice versa. 

I again assure you that manufacturers of drugs in this modern era 
are guided by highly trained, educated and experienced professional 
and scientific personnel and that they have available and utilize ex- 
pert medical advisory opinion in determining, through extensive, 
expensive and conscientious testing and trials, whether a drug should 
be sold only upon prescription, and labeled accordingly. 

Let us not relieve them of that responsibility by forcing Govern- 
ment to make the decision. 

Thank you, Senator. 

Senator Humpurery. You support the objective definition in the 
House bill? 

Mr. Sistey. Yes; we do. I think I should also add that in spite 
of certain views that have been expressed by one of the other gentie 
men earlier today, we do believe that the pharmacist is entitled to the 
protection of the exemption which he is accorded under the proposed 
amendment as contained in the statement by the various associations. 

Senator Humpnurey. At this point I think you might be interested 
in the comments of the Deputy Commissioner of Food and Drugs 
Mr. Larrick. 

Mr. Larrick, I believe, is still with us. Tasked Mr. Larrick to stay 
through all of these hearings. Needless to say, he has great responsi 
bility in the Food and Drug Administration, but IT wanted him, as I 
said, to keep a sharp eye out and to give me any information that 
might be helpful, particularly with respect to these controversi:l 
Inatters, 

Mr. Larrick did an: alyze this proposed ame pao nt that vou are now 
referring to which would exempt the druggist from li: bility and Lay ce 
liability back on the manufacturer where you have labeled drugs for 
over-the-counter sale. He has this comment to make. He refers now 
to this amendment, the second amendment that is proposed, and says: 

This is apparently a complicated way of dealing with the retail druggist so 
hat he can sell drugs that are safe for over-the-counter sale without paying any 
attention to the adequacy of the directions for use or warnings against misuse 


if they copy whatever inadequate directions or whatever directions there ma 
he 


for use or warnings that may have been placed on the packages they receive 
from the manufacturers. 

Now, in other words, what you have here is that if the druggist 
copies the directions that are put on the label by the manufacturer if he 
does that in good faith, then if there is any had effect. responsibility 
rests upon the manufacturer and not upon the druggist. 


H2568— 52 11 
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Mr. Larrick goes on to say: 


That is all the amendment seems to do. It does not deal in any way with 
drugs that should be sold only on prescription. We in the Food and Drug Ad- 
ministration question whether this amendment gives the druggist any relief 
that he does not already have under the present law. 

In the case of these simple drugs which are safe for self-medication, there 
is grave doubt whether the act of repacking for resale or using in good faith 
the same labeling that was on the package that was received violates the present 
law. Certainly in the 13 years since the law was enacted, we have not brought 
any such cases against retailers. 

The probable mischief—and I want to note the word “probable’—in the pro- 
posed amendment lies in the fact that it will tend to confuse retail druggists 
and lead them to expect greater exemption than the language confers. 

In other words, as I gather it, there is no real opposition on the part 
of the Food and Drug ‘Administration to this. 

Mr. Larrick. That is right in the sense that it is less objectionable 
than the other amendment. 

Senator Humpnurey. You merely wanted to give a caution state- 
ment ; that is, you do not expect that this removes all liability upon the 
retail druggist. The liability that it does remove is explicit. 

It is your feeling that relief from such liability is provided in the 
present law ? 

Mr. Larrick. That is right, sir. 

Senator Humpurey. There may be some doubt, as a matter of fact 
there is real controversy, as to whether such relief is in the present law. 

Mr. Larrick. The question has not been tried in the courts, so we do 
not know with finality. 

Senator Humpnrey. That is right. The proposal here clarifies the 
question and places liability where it properly belongs. 

Mr. Sistey. Yes; and I might parenthetically add that I under- 
stand that the representatives ‘of the National Association of Retail 
Druggists feel that it is a desirable amendment. 

Senator Humpurey. That is correct. They mentioned that yvester- 
day in their testimony. 

Now, I notice also, Mr. Sibley, that you take exception to the 
inclusion of the term “efficacious.” 

Mr. Stptey. Yes; we do. I think that subject has been pretty well 
explored. It seems to us that the transfer of the authority on what 
. eflicacious from the medical profession and from those who advise 

he drug manufacturers when they are arriving at their own opinion, 
transferring that authority to the Food and Drug Administration is 
a step toward regimentation. People might even ‘think, with justice, 
to my mind, that it is a step toward socialized medicine, because of 
that angle. 

I might say that there are some differences of opinion—and neither 
you nor I perhaps know the answer—as to whether, were the bill in 
its present form before the Senate adopted the cost to the patient, 
which we are all, I think, concerned with, because at one time or 
another we are all patients, might be greatly increased by reason of 
the additional prescription items which ‘might be forthcoming. There 
has been some indication that there is a contrary view. Neither you 
por I can really say what the answer to that will be. Only experi- 
ence can bring it out. 

Senator Humrurey. But you feel that this has within it at least the 
seeds of undue regulation ? 
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Mr. Srpiry. I think it is a step that way. 

Senator Humpnrey. Well, as the godfather of the proposal, that 
was not what I thought I was bringing into the world, and if I did, I 
disclaim any parentage whatsoever, because I thought I was bringing a 
free, rambunctious child out into the open. 

Mr. Srptey. Senator, I mentioned that informally at the moment 
because I thought that that was not in your mind, and I did not want 
you to misunderstand what was in my formal statement. 

Senator Humpurey. Thank you very much. 


STATEMENT OF J. H. F. DUNNING, PRESIDENT, HYNSON, WESTCOTT 
& DUNNING, INC., BALTIMORE, MD. 


Un wentiriep SPEAKER. Senator, if I may, I would like to say that 
Mr. J. H. F. Dunning will not be able to appear to testify, and, if it is 
agreeable to you, we would like to offer his statement for incorporation 
into the record today. 

Senator Humpnrey. That will be fine. We will appreciate that 
very much. 

We will have it printed in the record as if it were presented orally to 
the committee. 

(The statement referred to is as follows :) 


STATEMENT OF J. H. F. DUNNING, PRESIDENT OF HYNSON, WeEstTCoTY & 
DUNNING, INC. 


Mr. Chairman, members of the committee, ny name is J. H. F. Dunning. I am 
president of Hynson, Westcott & Dunning, Inc., of Baltimore, drug manufacturers. 
Our company has also owned and operated for 61 years a retail drug store 
from which, in fact, our manufacturing business developed. Although our con- 
cern with this pending legislation is primarily that of a drug manufacturer, the 
management of a retail drug store has permitted first-hand experience with the 
problems pertinent thereto, among them the effect of such legislation thereon. 

We subscribe to the presentation made by Mr. Leslie D. Harrop, general counsel 
to the American Drug Manufacturers Association, for in our opinion the inte. ests 
of the retail drug profession, pharmaceutical industry, and the public will best 
be served by amending the Federal Food, Drug, and Cosmetic Act mainly in 
accordance with the terms of H. R. 3298, as passed by the House of Representa- 
tives, 

It has been pointed out many times by others presenting testimony to this 
committee that there exists no controversy as to the two most important features 
of this legislation—most important, that is, from the point of view of the rei il 
druggist—namely, to legalize the refilling of prescriptions for harmless drugs, 
and to legalize the filling of oral prescriptions such as those transmitted by the 
physician over the telephone. There is no need for me to elaborate the fact that 
these changes are desirable and are beneficial to the retail druggist. 

The controversy seems to arise from the inclusion in S. 11s6 of an additional 
provision granting power to the Federal Security Administrator to classify drugs 
which provision was removed from H. R. 3298 after debate in the House of Re pre- 
sentatives. As testimony has been offered, attempting to prove the need tor 
this so-called prescription-listing provision, so as to bring about uniform labeling 
by drug manufacturers and thereby to relieve the retail druggists from difficult 
and onerous decision, it appeared advisable to us to examine this situation 
objectively. 

This we have done and in presenting our results we do not presume to speak 
for any other than ourselves. It is our opinion that the picture presented by the 
proponents of the prescription-listing provision to the effect that the retail 
druggist is wallowing in a morass of confused labeling greatly exaggerates 
reality. From the vantage point of our own retail operations and in consultation 
with our staff, we estimate that in our ethical pharmacy, where sales are con- 
fined to drugs, sick-room requisites, and hygenic supplies, less than 1 percent of 
our customers ever request the over-the-counter sale of any prescription product. 
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Most of these requests are for drugs, the labeling of which could not be confused 
by anyone, so that the alleged confusion brought about by the presumed lack of 
uniform labeling is, according to our retail staff, practically nonexistent. The 
economic loss represented by the loss of such customers is, at most, not more 
than a small fraction of 1 percent of customers. 

In a somewhat limited fashion, we have confirmed our observations by asking 
other retail druggists in Baltimore, New York, and elsewhere for an objective 
und realistic appraisal of the supposed economic loss resulting from confusion of 
labeling. Their opinions, in the main, have confirmed our own and in prac- 
tically every instance we have been advised that this problem is of no moment 
economically or professionally. 

From these practical observations, we believe that what little confusion ex- 
ists, occasioned by the lack of uniform labeling, that confusion will be resolved 
by the provisions of H. R. 3298, and that there is no real need for a broad grant 
of power requested by the Federal Security Administrator. 

Considering the prescription-listing provision from another point of view, 
we believe, with many pharmacists, that the practice of pharmacy should be 
regulated at the State level as is the practice of medicine, After all, the 
pharmacist is a professional man and as such is expected to have knowledge and 
judgment about matters concerning his profession. The adoption of the prescrip- 
tion-listing provision reduces the pharmacist to the level of an untutored clerk, 
subject to the dictates of a distant bureau. 

We believe, from experience with the operation of a retail drug store, that 
the inclusion of the prescription-listing provision in the law is undesirable, that 
the evil it is supposed to cure is practically nonexistent, that such provision will 
occasion more confusion rather than less, and that the public interest will not be 
served. 

We are aware, moreover, that many pharmacists, retail druggists if you will, 
share this opinion and do not want the prescription-listing provision included in 
the law. I have discussed this subject with many of the members of the execu- 
tive committees of the Maryland State Pharmaceutical Association and the Balti- 
more Association of Retail Druggists. I have yet to find any retail druggist who 
desired to have the prescription-listing provision included in the law. It is my 
impression that this opinion is general throughout the country and not localized 
in Maryland, for it is a matter of common knowledge that many State pharma- 
ceutical associations have gone on record as opposing the prescription-listing 
provision. 

Others have effectively preserited reasons why drug and pharmaceutical manu- 
facturers oppose the prescription-listing provision, so I shall not attempt any 
elaboration of this theme. Suffice it to say from the point of view of a smaller 
drug manufacturer, this grant of power permitting the classification of prescrip- 
tion and nonprescription drugs by the Federal Security Administrator is, in 
fact, the power of life and death over our business. The Administrator may at 
will deny the prescription listing of a drug and at the same time maintain that 
the drug is unsuitable for lay use. Thus would the manufacturer be denied the 
market, for the proposed relief suggested by the administrative procedures sec- 
tion of S. 1186 is, in reality, no relief. Such procedures are time consuming and 
costly and are available only to large and wealthy businesses. 

The Food and Drug Administration and the drug manufacturers should deal 
with each other with mutual respect under rules clearly defined by Congress; 
not under rules promulgated by Mr. Ewing or some other Federal Security Admin- 
istrator. We fear government by decree, in itself, and to what it may lead. 
Moreover, we believe that a man should be held innocent until proven guilty. 
The burden of proof should be the responsibility of the governmental regulatory 
agency. 

Summing up, we are opposed to 8S. 1186 in that it contains the prescription- 
listing provision which is unnecessary and undemocratic, and is beneficial only 
to the Federal Security Administration. We recommend that the committee 
favorably report H. R. 3298 for action by the Senate. 


Senator Houmpnrey. Is there anyone present who has any com- 
pelling reason for wanting to testify today for his own personal con- 
venience or comfort ? 

Mr. Wieeter. Senator, if you would like to get along with these 
hearings, I will be glad to speak, as I said, although my statement 
will not be ready until tomorrow. 
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Senator Humenrey. I think we will hold your statement until 
tomorrow, unless you want to get away. 
Mr. Wueeter. No, Senator; I will be happy to wait until tomorrow. 


STATEMENT OF JAMES F. HOGE, GENERAL COUNSEL, THE 
PROPRIETARY ASSOCIATION, WASHINGTON, D. C. 


Mr. Hoce. My name is James F. Hoge. I am general counsel for 
the Proprietary Association. 

In view of the statement made here this morning with respect to 
the drug industry and the drug trade having cause for shame in the 
agreed statement that has been presented, I should like to disassoci- 
ate myself, as counsel for one of the associations, from that charac- 
terization and to associate myself with Mr. Harrop’s explanation of 
the amendments which are contained in the agreed statement. 

As counsel for the Proprietary Association, I would not have coun- 
tenanced the signing of an agreement of which my client need to be 
ashamed. 

Thank you, sir. 

Senator Humrenurey. I am very happy to receive that observation. 

The committee will recess, then, until tomorrow morning at 10 
o'clock. 

Thank you very much. 

(Whereupon, at 1 p. m. Wednesday, September 12, 1951, the hear- 
ing was recessed until Thursday, September 13, 1951, at 10 a. m.) 











TO AMEND SECTION 503 (b) OF THE FEDERAL FOOD, 
DRUG, AND COSMETIC ACT OF 1938, AS AMENDED 


THURSDAY, SEPTEMBER 13, 1951 


Unrrep Sratres SENATE, 
SUBCOMMITTEE ON HEALTH OF THE 
SENATE CoMMITTEE ON Lapor AND Pupiic WELFARE, 
Washington, D.C. 

The subcommittee met at 10 a. m., pursuant to recess, in the old 
Supreme Court room, the Capitol, Hon. Herbert H. Lehman (chair- 
man of the subcommittee) presiding. 

Present: Senators Lehman, Hill, Neely, and Smith of New Jerse y. 

Present also: Kenneth Meiklejohn, staff director, Subcommittee on 
Health; Melvin W. Sneed, assistant staff director, Subcommittee on 
Health. 

Senator Lenman. The committee will come to order. 

I am going to call as the first witness, Mr. Oscar Ewing, Federal 
Security Administrator. 


STATEMENT OF OSCAR R. EWING, ADMINISTRATOR, FEDERAL 
SECURITY AGENCY 


Mr. Ewinc. The bills which are before you, H. R. 3298 and 8. 
1186, deal with the retail sale of drugs that have previously moved in 
interstate commerce and are thus subject to Federal regulation. This 
is a subject which has lately been very much on our minds in the Fed- 
eral Security Agency, and I welcome this opportunity to talk with 
your committee about it. 

Let me say at the outset that the subject is of such importance and 
of such complexity that in my judgment it ought to be dealt with, 
in a comprehensive way, by legislation. I earnestly hope that your 
committee will share this view, and will report out a bill in such form 
as, to the committee, may seem wise. 

I say that for the simple reason that about a year ago the American 
Pharmaceutical Association filed a petition with me asking me. under 
the power to make regulations, to deal with this subject. We had 
liearings, not a comprehensive hearing, but as to whether or not there 
shoul be comprehensive hearings, and I finally felt that while I 
could deal with certain phases of this matter by regulations which 
could cure certain of the conditions that exist in the trade, it was far 
better to have this matter dealt with legislatively by Congress. And 
when I say this, I say it advisedly, and I do hope that you will report 
some bill out. 

The Federal Security Agency has in fact dealt with this subject, 
or at least with a large part of it, in an extensive and elaborate regu- 
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lation, and we have considered whether that regulation should be 
amended in important respects. While some lawyers have disagreed, 
I believe that authority for our present regulation and for its pro- 
posed revision is found i in the present statute—though it is contained 
in one four-line proviso. At least in its general pattern, the regula- 
tion was held valid by the Supreme Court of the United States in 
United States v. Sullivan’ (332 U.S. 689 (1948) ), and was upheld in 
United States v. E]-0- Pr thir Pharmacy, decided in the Circuit 
Court of Appeals for the Ninth Circuit on June 18, 1951. 

Let me explain briefly what the existing law requires. The statute 
provides that the labeling of drugs shall bear adequate directions 
for use. This requirement, however, may be relaxed by regulations 
as to any drug when adequate directions are found by the Federal 
Security Administrator to be unnec essary for the protection of the 
public health. As to a class of drugs which involve the application of 
diagnostic and treating techniques that are beyond the knowledge 
and competence of laymen, I have found that the labeling requirement 
is not necessary when these drugs are sold on preser iption. When such 
a drug is received by the pharmacist it bears a label stating “Caution— 
To be dispensed only by or on prescription of a physician. 

That label is put on by the manufacturer when it is put into inter- 
state commerce. 

If the pharmacist sells the drug without a prescription, the exemp- 
tion does not apply, and the drug is misbranded because it does not 
bear adequate directions for use. If the pharmacist undertakes to 
write labeling giving adequate directions for use, the drug becomes 
misbranded under other sections of the act. It would violate section 
502 (a) because of the false implication that it can be safely used by 
a layman and section 502 (j) because it is dangerous to health when 
used without professional guidance. 

The practical effect of the existing regulation is to limit a number 
of drugs to the prescription departments of retail pharmacies. My 
belief is that the legislation could much more clearly tell both the 
manufacturer and the pharmacist exactly what their obligations are. 
I earnestly hope that this committee will act upon the bills and thereby 
will more clearly define the scope of action required of the Admin- 
istrator. 

I have other reasons, also, for that hope. The present provisions of 
the statute, amplified to the full extent of our regulatory authority, are 
inadequate either, on the one hand, to give full protection to the 
consuming public or, on the other, to relieve the honest and law- 
abiding pharmacist of all the red tape that can safely be dispensed 
with. 

I will not take your time to discuss the grave dangers to health 
which can result from misuse of many of our most beneficient drugs. 
This committee, which handles both food and drug and public health 
legislation, is well aware of the basic problem, and I feel sure that 
other witnesses will bring to you all of the detailed information which 
you may wish. 

The problem as I see it—and it is the same problem that we face in 
framing regulations—is to strike the best balance we can between the 
need for maximum protection of consumers from abusive practices 
and the need to minimize the impediments to the legitimate distribu- 
tion and sale of useful drugs. 
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What the bills do: First, let me point out ways in which the bill 
S. 1186 would strengthen our hands in the prevention of abuses. The 
present statute does not in so many words authorize us either to dif- 
ferentiate between prescription drugs on one hand, and over-the- 
counter drugs on the other, or to forbid the sale of prescription drugs 
without a prescription. On both these points our present methods of 
control are partially adequate. But on both points I think we ought to 
have clear and unequivocal authority. S. 1186 would confer such 
authority in both respects. H. R. 3298 confers no authority to list drugs 
which must be sold on prescription, but it does provide a st: itutory 
definition of prescription drugs and expressly forbids their sale with- 
out a prescription. I believe that changes in law to accomplish both 
purposes are of very great importance in strengthening the protection 
of the public. 

To accomplish the objective of a clear differentiation between pre- 
scription drugs and over-the-counter items, S. 1186 authorizes the 
Federal Security Administrator to list, by name, the drugs that ~ 
to be limited to prescription sale. This proposal was accepted | 
the House Committee on Interstate and Foreign Commerce, but was 
rejected on the floor of the House. I cannot but believe, however, 
that it is the best solution of an extremely difficult problem. The first 
essential of any program to regulate prescription drugs, I think, must 
be some method of determining and of stating in plain and unmistak- 
able terms what drugs are prescription drugs. This is the key pro- 

vision of the bill. ATl other provisions depend upon this one to define 
their scope and meaning. Several States list by statute or regulation 
the drugs requiring that they be sold on prescription. Canada does 
so by regulation. 

A general definition of prescription drugs such as was adopted by 
the House of Representatives leaves a broad zone of uncertainty as 
to the classification in which a given drug will fall. The uncertainty 
cannot fail to be as disturbing to manufacturers and sellers of drugs 
as it is to those engaged in enforcing the law. It cannot fail to affect 
the public health adversely and to create many instances of unfair 
competition. 

The House bill would place upon the Government the job of at 
taining uniformity in drug labeling through litigation. We would 
have to proceed against the manufacturer, the druggist, or drugs that 
have already been shipped in interstate commerce and are being held 
forsale. The charge would be that the drugs are unsafe or unsuitable 
for use in self-medication and should have been labeled for prescr ip- 
tion sale. Assuming we win the case, our victory does not bring full 
protection to the public. The judgment binds only the parties to the 
litigation. We must then proceed against other manufacturers or 
sellers of the same drug on the same charge. 

The determination of what a drug’s potentialities for harmful ef- 
fect are and how it should be labeled and sold involve rule making. 
The administrative process, which can provide expert advice and as- 
sistance to the rule-making authority, seems to me to be much more 
likely to give a correct answer to this scientific question than a trial 
by a jury of laymen. The committee should also consider the anom- 
alous situation in drug marketing that would result if one jury should 
decide that drug A, produced by manufacturer B, is not a prescrip- 
tion drug under the statutory test, and another jury should decide 
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that the same drug A produced by another manufacturer C is a pre- 
scription drug under the test. Manufacturer B would be left in an 
unchallenged competitive position. And the Government, through 
the oper ration of the doctrine of res judicata, would be barred from 
protecting the public no matter how overwhelming the evidence may 
be from a scientific standpoint that the first jury’s verdict was in- 
correct. 

The argument for leaving this question to judicial determination 
is that this is necessary to protect manufacturers against adminis 
trative abuse of power. I believe that the public-hearing provisions, 
the statutory rule for the administrative agency to follow, and the 
Judicial review provided in S. 1186 provide every reasonable protec- 
tion to safeguard all the interests concerned. 

On the second point, the prohibition of sale of prescription drugs 
without prescription, both bills would write clearly into law con- 
clusions which can be drawn from a number of clauses of the present 
statute. We were recently sustained on this point by the Court of 
Appeals for the Ninth Circuit, but there is still a question whether 
that decision will be applied to all prescription drugs. Since there 
is general agreement that many drugs are too dangerous for use with- 
out professional supervision, ‘and that many others, while not toxic 
in themselves, require professional supervision for their effective 
use, I would urge that Congress impose explicit prohibitions and 
not leave the matter to judicial interpretation of an ambiguous 
statute. 

Let me turn now to the other side of the problem: the protection 
of legitimate trade in drugs against unnecessary interference. Here 
the bill would also make three changes, and T think them of im- 
portance equal to the strengthening of consumer protection. 

First, the bill would relieve the pharmacist, when he fills a pre- 
scription, from the necessity of meeting certain of the labeling re- 
quirements of the statute from which, under existing law, we are 
unable to relieve him. These have to do chiefly with warnings against 
misuse which the statute requires in certain cases. These warnings, 
we believe, are quite unnecessary when the drug is used in accor dance 
with the doctor’s orders; that is, when the doctor takes the responsi- 
bility that the drug will be properly used. I think there is no ques- 
tion but that in such cases the pharmacist ought to be relieved of this 
burden. That applies to certain caution signals that under the statute 
must be put on, even though the drug is dispensed under a doctor’s 
prescr iption. That, we feel, is quite an unnecessary requirement. 

The second change to facilitate legitimate dealing would be ex 
press authorization of telephoned prescriptions. As medical practice 
is carried on today, the use of the telephone is plainly essential. 
While there is inevitably some risk in the use of the telephone—risk 
of misunderstanding the name or a drug, for ex: umple—this is a point 
on which the gain ‘from rel: axing present requirements seems to me 
clearly and he pavily to outweigh the risks involved. To minimize 
the risks, the bill provides that the pharmacist must make and keep 
a written record of the telephone order when the drug involved is a 
dangerous drug. 

Finally, in the case of prescription drugs, the doctor’s authoriza 
tion would be required before the prescription could be refilled. This 
authorization could be given in the original prescription by simply 
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writing it out or over the telephone. If given by telephone, the phar- 
macist would be required to reduce the authorization to writing and 
to file it. In the case of drugs that are safe for over-the-counter sale, 
on the other hand, the doctor’s approval would not be necessary for 
a refill. Since these are drugs that can properly be sold in the first 
place without prescription, I see no harm, in most cases, in permitting 
prescriptions for them to be freely refilled. 

My personal view is—and I might say that some of our people in 
the Food and Drug Administration do not agree with me, but it is 
just a matter of judgment where they may be right and I may be 
wrong—that the responsibility should be squarely upon the doctor to 
indicate whether or not his prescription might be refilled. If the 
decision were left to me, I would permit the refilling without author- 
ization of all prescriptions not marked by the doctor as nonrefillable, 
but I would not apply this to the habit-forming drugs covered by 
subparagraph (A), paragraph (1), of these bills. This is, of course, 
just a matter of judgment, and the committee may well prefer the 
provisions of the bill as it passed the House which requires authoriza- 
tion for the refilling of prescriptions for all dangerous drugs covered 
by paragraph (1) of the bills. 

A question has been raised about permitting telephoned prescrip- 
tions for barbiturates, or “sleeping pills,” and I am sure your commit- 
tee will wish to give special attention to this issue. 

In the case of narcotic drugs, of course, amendment of the Federal 
Food, Drug and Cosmetic Act would not affect the requirement of a 
written prescription contained in the Harrison Narcotic Act. In 
the case of barbiturates, however, no other Federal law is applicable. 

As 1 am sure the gentlemen are aware, a subcommittee of the Ways 
and Means Committee has recently held hearings on the problem of 
barbiturate control, and has asked the Treasury Department, the De- 
partment. of Justice, and the Federal Security Agency to frame a 
plan for strengthening the present legislation in this field. 

In conclusion, gentlemen, let me say that the more I have studied 
this problem, the more I am convinced that legislation is called for. 

1186 would strengthen the legal controls which prevent abuses at 
the expense of the public, and at the same time would remove unnec- 
essary and annoying restrictions on the practice of pharmacy. While 
in some points the bill is a compromise, I believe it is a good compro- 
mise. H. R. 3298 in its present form would be less effective in pro- 
tecting the public, but would be a distinct improvement of the present 
law. I recommend enactment of one of these bills, preferably S. 1186. 

Senator LenMan. As I interpret your statement, the main issue in 
your mind is whether the definition of drugs that cannot be sold should 
be, as defined by some of the preceding witnesses, an objective defi- 
nition rather than an administrative definition; is that correct ? 

Mr. Ewrna. Yes, sir. 

Senator Leuman. Some of those representing pharmace utc al 
houses, and also, I think, some others, say that the objective defini- 
tion is very clear and that there would be very little, if any, likelihood 
of misinterpretation or differences of opinion. I gather that you are 
not in agreement with that point of view ? 

Mr. Ewinc. No; I am not, Senator Lehman. Here is the situation: 
You have great numbers of drugs about which there could be no differ- 
ence of opinion that they are drugs that should be dispensed only upon 
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prescription. The other extreme are the over-the-counter drugs. But 
in between is the twilight zone, and that is the zone where it is difficult 
for both the manufacturer and the pharmacists—and it is certainly 
very difficult for the enforcing agency—to know in which category the 
drug should be placed. And ‘these administrative procedures that are 
set forth in S. 1186 do furnish a practical method of saying on which 
side of the line a particular drug falls and I should think would be 
of great assistance all around. 

I want to say, and I want the committee to know, however, that we 
can work under either bill. We will do the best we can. The adminis- 
tration would be much easier if there were a list and you knew by 
consulting it whether a drug was a prescription drug or not. We have 
urged this type of procedure where it is the particular drug that is 
listed rather than the particular manufacturer, so that the ruling 
to list or not list would apply to all manufacturers of that drug rather 
than having a particular manufacturer come in with respect to his 
own product. And we think, on the whole, it is a sensible procedure 
that is suggested, but we can work under either. 

Senator Leuman. It has been suggested that, if administrative au- 
thority in defining prescription drugs is given to your Agency, there 
should be an advisory committee of “medical experts to advise you in 
your determination as to whether or not the nature of a particular 
drug is such as to reach the point of danger. Have you ever given any 
consideration to that? 

Mr. Ewinc. No; I have not, Senator. Of course, the Food and 
Drug Administration never reaches a decision on these things except 
on the basis of either knowledge in the agency itself on which they are 
willing to rely or by knowledge that they obtain from the outside by 
referring the matter to outside doctors and getting their opinions. 
That is the way we now proceed under the new drug applications. 
But to set up a statutory advisory committee, I think, would not be 
practicable. 

Senator Lenman. Have you any questions, Senator Neely ? 

Senator Neery. Mr. Administrator, does your Agency keep a list 
of the manufacturing druggists in the United States, the manufactur- 
ers of drugs. who are classified as ethical and the ones who are classi- 
fied as unethical ? 

Mr. Ewrne. I do not think so. Do you have any information on 
that, Mr. Larrick? 

Mr. Larrick (George P. Larrick, Deputy Commissioner of Food 
and Drugs, Federal Security Agency). I did not quite get the 
question. What was the question ? 

Senator Neety. Has your Agency a list of the drug manufacturers 
in the United States whom you consider ethical and those whom you 
consider unethical; and, if so, what is the proportion of the ethical 
to the unethical ? 

Mr. Larrick. We do not classify them that way, Senator. But I 
should say, offhand, certainly a very high percentage of them are 
honest, law-abiding citizens like any other profession. It is certainly 
way up in the 90 percent. We do have some commercial adventures 
in this line of business, just as there are in all of them. 

Senator Neevy. I think the exhibit which you placed on the table 
before us the other d: vy would demonstrate that. 

Mr. Larrick. I think so. 





AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 167 


Senator Lenman. Very well. Thank you very much, Mr. Ewing. 

Mr. Ewrnc. Thank you, Mr. Chairman. 

Senator Lenman. Is Dr. Fonda here? Will you take the stand, 
please ¢ 


STATEMENT OF HOWARD B. FONDA, PRESIDENT, AMERICAN 
PHARMACEUTICAL MANUFACTURERS ASSOCIATION 


Mr. Fonpa. My name is Howard B. Fonda, president of the Ameri 
ean Pharmaceutical Manufacturers Association, whose membe ‘rship 
includes 218 member companies of the pharmaceutical! industs ‘vom 
the United States and Canada. 

You have been informed that we, as an association, are a party to 
the statement presented to your committee stating that the American 
Pharmaceutical Manufacturers Association, together with the Na- 

tional Association of Retail Druggists, the Americ: an Drug Manufac- 

turers Association, and the Propriet ary Association of America, 
petitioned your approval on H. R. 3298 as amended and passed by the 
House of Representatives, and fusther asked for your consideration of 
the enactment of two further amendments to that bill. 

There has been testimony presented to your committee which might 
imply that the American Pharmaceutical Manufacturers Associa- 
tion, though a signator to the statement above referred to, are not in 
accord with the petition. 

Therefore, I wis : to have placed in the record this statement con 
firming that the American Pharmaceutical Manufacturers Associa 
tion are in full accord with the other petitioners and that we sub 
seribe fully to the statement and are in full aceord as attested by oul 
signing of the statement. Any statements to the contrary represent 
the personal opinions and views of the individuals. . 

Thank you. 

Senator Lenman. Thank you very much. 

Mr. Creevy, will you come forward, please ¢ 

Before proceeding will you identify yourself for the record, ple 


STATEMENT OF ROBERT J. CREEVY, VICE PRESIDENT, WESTERN 
MEDICAL CORP., CHICAGO, ILL. ACCOMPANIED BY DR. W. V. 
KELLY, WESTERN MEDICAL CORP., AND JOHN A. NASH, AT- 
TORNEY AT LAW, CHICAGO, ILL. 


Mr. Creevy. My name is Robert J. Creevy, vice president of the 
Western Medical Corp. of Chicago, Ill. I appear before you today 
in opposition to a certain phrase of the bill as now written. 

Senator Nrevy. First, tell us whether you are a doctor. 

Mr. Crerevy. No. I am accompanied by Dr. Kelly, one of our stati 
physicians. 

1 specifically call to the attention of the committee line 5 on page > 
f the bill in which the following language appears: 
or otherwise without examination of the patient or. 

We did not learn of this language until September 7, 1951. At 
that time we were informed by the Food and Drug Administration 
that this phrase was included in the Durham-Humphrey bill at the 
specific request of the Administration. In our conversation with Mr. 
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Larrick, who has heretofore testified before your committee, Mr. Lar- 
rick specifically stated that this language was placed in the bill for the 
purpose of putting our industry out of “business. 

Mr. Chairman, it is our contention that this panguage, which is 
grossly unfair, should be stricken from the bill. I should like at this 
point to present to the committee a thorough explanation as to how 
the Western Medical Corp. operates. 

Senator Nee_y. Are the doctors you employ members in good stand- 
ing of the medical association of the city of Chicago and the State of 
Illinois? 

Mr. Creevy. Dr. J. J. Henessey, one of our physicians, is a member 
of the Chicago Medical Society, Illinois Medical Society, and the 
American Medical Society. Our other three doctors, Senator, are not 
members of medical associations because our business is conducted by 
mail, and for other reasons. 

Senator Neety. Because what ? 

Mr. Crervy. Because our business is conducted by mail, and the 
American Medical Association frowns upon that. However, we think 
that our testimony will fully justify our existence in this field. 

Senator Neety. From what institutions were your doctors gradu- 
ated? Do you know? 

Mr. Crerevy. Dr. Kelly from Rush Medical College, Dr. James and 
Dr. Hottinger from Northwestern University Medical School, and 
Dr. Henessey from the University of Illinois Medical School. Dr. 
Hennessey is also a registered pharmacist in the State of Illinois. 

Senator Nerrty. Have these doctors ever actually practiced 
medicine ¢ 

Mr. Creevy. Yes; all of them have. 

Senator Neety. Where? 

Mr. Creevy. In the city of Chicago: all of them in the city of 
Chicago. Dr. Kelly has also practiced in — States. 

Senator Nrery. Have they all at any time, or have any of them at 
any time belonged to the legitimate and “ik recognized medical 
associations of the c ity of C hic: ago ? 

Mr. Creevy. All of them, with the exception of Dr. Kelly, who has 
never chosen to become a member of a medical society. 

Senator Nee.ty. All of them or just part of them ? 

Mr. Crerevy. Three of them. However, only one is now a member 
of a medical society, as I indicated. 

Senator Neety. For what reason did you say that they had ceased 
to be members ? 

Mr. Creevy. Because of the fact that the American Medical Asso- 
ciation does not approve of our operations because they are conducted 
by mail, and for other reasons. But, as I indicated before, I think 
that our testimony will justify our operations fully. 

Senator Lruman. Were they excluded from membership in these 
associations through any affirmative action of the associations? 

Mr. Creevy. No, sir. 

Senator Nrety. Is there a rule of the associations that they will not 
recognize doctors who are engaged in mail-order medicine ? 

Mr. Keery. There is nothing said or done about that, Mr. Chairman. 

Senator Neety. Speak out, gentlemen, so we can hear you. 
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Dr. Ketty. There is nothing said or done about that either way. 
These men belonged to the associations they belonged to, and there 
is no way 

Senator Neety. Were they expelled from the association ? 

Mr. Creevy. Nothing of that nature. 

Senator Neevty. In what manner did they cease to be members ? 

Dr. Ketiy. They have not ceased in the true sense of the word. 
They took no active part. 

Senator Nrerery. I understood the witness to say three of these four 
doctors are not now members. 

Mr. Creevy. Our physicians have never been informed by American 
Medical Association that they could not be members. Three of them 
have not kept active membership in the American Medical Associa- 
tion because of the fact that the AMA apparently does not approve 
of our operations. However, they have never informed us that our 
doctors could not be active members. 

Senator Neety. When did these doctors cease to be members of the 
Medical Association of the State of Illinois, if they ever were mem- 
bers ¢ 

Mr. Creevy. They were members, and I could not tell you the exact 
dates. 

Dr. Ketiy. There is no way to say they have ceased to be members. 

Mr. Creevy. No. 

Senator Neety. Could you speak a little louder? 

Dr. Keiiy. There is no way to say they have ceased to be members. 

Senator Neery. Are you one of the doctors? 

Dr. Keiiy. Yes, sir. 

Mr. Creevy. This is Dr. Kelly. 

Senator Nrety. Dr. Kelly, are you a member of the Illinois Medical 
Association at the present time? 

Dr. Ketriy. No, sir. 

Senator Nreety. Are you a member of the Chicago Medical Asso- 
ciation ¢ 

Dr. Ketiy. No, sir. 

Senator Neety. Were you ever a member of the Illinois Medical 
Association ¢ 

Dr. Ketiy. No, sir. 

Senater Neety. Or of the Chicago Medical Association ? 

Dr. Keiiy. No, sir. 

Senator Neety. What are the names of the other three doctors act- 
ing in an advisory capacity ¢ 

Mr. Creevy. Dr. James J. Hennessey, Dr. Erwin Hottinger, and 
Dr. Harry L. James. 

Senstor Nee.ty. What is the first one? 

Mr. Creevy. James Hennessey. 

Senator Nreny. Has he ever been a member of the Medical Asso- 
ciation of the State of Illinois? 

Dr. Keiiy. I presume he still is. 

Senator Neety. Do you know that he has been in the past ? 

Dr. Ketiy. Yes, sir. 

Senator Neety. Do you know whether he was ever a member of the 
Chicago Medical Association ? 
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Mr. Crerevy. Yes. I do. 

Senator Nrety. Do you know if he is now? 

Mr. Creevy. Yes, he is. 

Senator Neevy. Is Dr. James still a member of the Medical Asso 
ciation of the State of Illinois? 

Dr. Keiiy. He is not an active member in Illinois. 

Senator Nreety. Was he ever active / 

Dr. Keiiy. I presume he was. 

Senator Nreeiy. Do you know whether Dr. James was ever active 
I ask about him particularly because his name is mentioned here in 
a majority of 28 telegrams that I received about 5 minutes before I 

came to this meeting from my constituents in West Virginia. 

Dr. Kexiy. It is a difficult question to answer because those men 
have not practiced for a considerable number of years. Dr. James 
belonged to the associations at one time and he just dropped member 
ship without saying anything about it or attending. When he be 
comes oflici: ally out of an organization could be, I suppose, explained 
best by saying he pays no dues, or takes no active part. 

Senator Neety. Do you know how long it has been since Dr. James 
was actively engaged in outside practice that had no connection with 
this organization ¢ 

Mr. Creevy. Approximately 25 years. He has been practicing 
in the— 

Senator Neety. Do you know how long he practiced medicine as 
an ordinary practitioner in competition with other doctors before he 
became a member of your manufacturing concern / 

Mr. Creevy. At least 15 years, sir. 

Senator Neety. Where did he practice / 

Mr. Crervy. In the State of Illinois. His father and his grand 
father were physicians in the State of Illinois also. 

Senator Neety. And you do not know personally whether he was 
ever a member of the Illinois Medical Association / 

Mr. Creevy. Yes: he was a member, but is not at this time. 

Senator Neety. You do not know personally whether he was eve 
a member of the Chicago Medical Association ¢ 

Mr. Crrevy. No; 1 donot. Lassume that he was. I could get that 
information for you, if you require it. 

Senator Neery. Mr. Chairman, I think we should have a brief file 
done on each of these four doctors who determine what should be 
done for this evidently large number of patients who are obtaining 
this epileptic remedy by mail. And I think we should know to what 
extent they have been connected with reputable medical associations, 
and if any of them have been—I do not mean to intimate that they 
have—but if any of them have been expelled, I would like to know 
that. 

Mr. Creevy. None of our physicians has ever been expelled from 
any organization formally for any reason, and they all had reputable 
practices before coming to us, and they were well respected in their 
profession. They have no blemishes on their records whatsoever. 

Senator LenmMan. Will you please present to the committee for the 
record a brief statement concerning these doctors, giving their names 
and their experience and a short biographical sketch ? 


Mr. Creevy. Yes, I will. 
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Senator LenmMan. We would like that as soon as you can send 
it to us. 

(After the close of the hearing the following biographical material 
in connection with the physicians of the Western Medical Corp. was 
supplied by the witness :) 


BIOGRAPHIES OF THE PHYSICIANS OF THE WESTERN MEDICAL CORP. 


Harry L. James, M. D.: I attended the University of Chicago from 1902 to 1907, 
where I took undergraduate premedical courses. In 1907 1 entered Northwestern 
University Medical School. I graduated from Northwestern in 1911 and obtained 
an Illinois medical license January 15, 1912. 

I practiced in Springfield, Ill., from 1912 to 1917. On June 15, 1917, I was com 
missioned as first lieutenant in the Medical Corps of the United States Army and 
later was promoted to captain. I served in the United States, France, and Ger 
many with Field Hospital No. 131, Thirty-third Division, and Field Hospital 
No, 1, Second Division. I was discharged with honor from the service in Novem 
ber 1919. 

After my release from the Army, I was with the Intravenous Products Co. of 
America and the New York Intravenous Co. from 1920 until 1926. In 1926 I 
learned of the work of the Western Medical Corp. in the field of epilepsy and 
joined that organization as a staff physician. 1 have served continuously with 
this company since that time and have made a never-ending study of the disease 
of epilepsy and all its ramifications. Through my many years with the Western 
Medical Corp., thousands of epileptics have come to my office for free consul- 
tation. 

I was a member of the American Medical Association and the Sangamon 
County Medical Society until I entered the Army. After service I did not again 
join either of these organizations, although it was my privilege to do so. 

It should be mentioned that my father, Addison C. James, and my grandfather, 
Lorenzo James, both were well-known and respected physicians in the State of 
Illinois. My father obtained his medical degree at Rush Medical College in 1880 
and practiced medicine in Springfield, Ill., from 1SSO until 1924. My grandfather 
graduated from the Academy of Medicine, Castletonia, in 1835, and his vears as 
a physician were spent in Atlanta, LL, from 1835 to 1SS6, 

J. J. Hennessey, M, D.: I graduated from the University of Chicago Medica} 
School in 19385 and had my internship at the St. Francis Hospital in Blue 
Island, Ill. 

In 1936 I moved to Kankakee, Ill, where I had a private practice, and also 
was a member of the St. Mary’s Hospital staff as physician and surgeon. I also 
served in Kankakee County and southern Will County for the Veterans’ Admin 
istration, 

I went to Harvey, IIL, in 1941 and served as a regular staff member of the 
Ingalls Memorial Hospital in Harvey for several years. I became associated 
with the Western Medical Corp. in the year 1943 and have devoted myself entirely 
to this company’s cause in the field of epilepsy since that time. 

I am still a member in good standing of the Chicago Medical Society, Illinois 
Medical Society, and the American Medical Association. 

In addition to being a physician and surgeon, I also am a registered pharmacist 
in the State of Illinois, having obtained a degree in pharmacy at the University 
of Illinois School of Pharmacy. 

Irwin S. Hottinger, M. D.: I entered the Northwestern University Medical 
School October 1902, from which I graduated June 21, 1906. 

Following graduation I won internship appointments at Cook County Hospital! 
and Alexian Brothers Hospital in Chicago. ! decided in favor of the latter and 
served 21 months as an intern at Alexian Brothers. In addition, during 1908 
und 1909 I did post-graduate work in Europe at the clinics of Berlin and Vienna. 

After returning from Europe, I opened an office in Chicago and practiced in 
that city until 1917. 

I served in the First World War from April 1917 to June 1919 in the Army 
Medical Corps with an artillery regiment in position warfare and all offensives 
of the American Expeditionary Forces and was awarded two citations as a 
result of my efforts. I was gassed and received one minor wound 
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I was a regular member of the Chicago Medical Society and the American 
Medical Association until about 1923-24 when I resigned, along with others in 
protest to the ouster of Dr. Louis E. Schmidt, noted urologist, when he gave 
his time and experience in helping to establish a social hygiene program for the 
city of Chicago. This was a free service to patients (except cost of drugs) in 
syphilology and venereal diseases, under the supervision of the Chicago Depart- 
ment of Health. I was also associated with Dr. Schmidt. 

In addition to my medical practice, I served as an instructor at Northwest- 
ern, Rush Medical School, and the Chicago Polyclinic. 

I had 36 years of active practice. However, because of having two coronary 
heart episodes and being ill 9 months, I was enjoined from doing general prac- 
tice any more and entered the Western Medical Corp. employ July 24, 1942, 
because I believe they were doing a highly specialized and worthy work in the 
treatment of epileptics. I have daily, since that date, been concerned with the 
subject of epilepsy. 

1 am a licensed physician in Illinois and Wisconsin. 

W. V. Kelly, M. D.: I attended West Virginia University Medical School 
from 1926 to 1928, and then continued my medical education at Rush Medical 
College in Chicago, Ill. I was graduated from Rush in 1930. 

Internships 1931-32: Highland Park Hospital, Highland Park, Ill.; Durand 
Hospita!, Chicago, Ill.; Elgin State Hospital, Elgin, Il. 

Steff physician: 1933, Elgin State Hospital, Eigin, Ill.; 1934-35, Weston State 
Hosp.tal, Weston, W. Va.; 19386, Spring Grove State Colony, Spring Grove, Md. ; 
1937-88, State Colony, Colony, Va. 

I have had a great deal of experience in the management of all types of 
epilepsy in institutional work dealing with the more serious types of cases 
which cannot be treated in the ordinary home. During my years in this type 
of medical work in institutions, I dealt regularly with serious psychie disturb- 
ances, status epilepticus, and other unusual problems associated with the disease 
of epilepsy. 

In the year 1938 I became acquainted with H. L. James, M. D., of the Western 
Medical Corp. and joined that company as a staff physician as I was very much 
impressed by the work its physicians were performing. I have remained in the 
employ of the Western Medical Corp. since 1988 and have devoted my full time 
to the particularly field of epilepsy. 

I have never been a member of the American Medical Association or any of 
the smaller societies. 

Mr. Crrevy. I would like also to point out that all of our physicians 
are licensed to practice medicine in the State of Illinois. 

It is the aim of the Western Medical Corp. to provide relief for 
those unfortunately afllicted with the disease of epilepsy through three 
distinet steps, supervised by four permanently employed physicians 
who have devoted many years of their time to this particular and 
special field of medicine. 

lirst, anticonvulsant therapy is provided in dosages suited to the 
needs of each individual patient. Second, multivitamin and mineral 
treatment is given on a continuing basis in a direct effort to improve 
the patient’s general physical health. Third, our physician through 
caretully prepared individualized letters provide psychological en- 
couragement for each patient. This last portion of our treatment 
intended for the control of epilepsy seizures is of extreme importance 
and is generally recognized as an indispensable adjunct to anti-con- 
vulsant medicines in the successful management of this dread disease. 
Every effort is made to aid all of our patients to realize that there is 
no disgrace in being epileptic and that there is a place for them in our 
society alongside those not afflicted. 
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Our business, which employs 105 people, is conducted by mail. 
This at first may seem objectionable; however, we believe that the fol- 
lowing explanation of our methods of operation fully justify the 
existence of our business. 

Mr. Chairman, I think it is extremely important to advise the com- 
mittee that our patients do not come to us through newspaper, maga- 
zine, or radio advertising. We obtain names of prospective patients 
only upon the recommendation of our active patients or members of 
their families, friends, or other interested parties who have heard of 
our work in epilepsy. 

When a recommended name or a direct i inguin, y from the prospective 
patient is received by the Western Medical Corp., literature explaining 
our method of treatment for epilepsy is immediately mailed to the 
person making the inquiry. In addition to the reply letter, a cons ider 
able amount of additional deser iptive literature is sent to the inquiring 
person. 

[f, upon receipt of our reply and additional literature, a prospect 
wishes to take advantage of our method of treatment, he then, in ac- 
cordance with our instructions, completes a lengthy case history form 
which is concerned only with the individual patient. On this form, 
the questions presented, if answered properly, give our physicians a 
thorough knowledge of the type and severity of the prospective pa- 
tient’s attacks. ‘Two additional questions of extreme importance 
which appear on this form are: 

(a). Has your case been diagnosed as epilepsy by a physician ? 

(4). What is the name and address of this physici lan ¢ 

If the answer to the diagnosis question is “No,” we do not accept the 
case for treatment under any circumstances, even though the prospec 
tive patient may give a vivid description of seizures which are most 
likely epileptic. We do not attempt at any time to diagnose by mail. 

Our system of prescribing is effective in discouraging fraudulent 
efforts to obtain our treatment for any pur eee other than the control 
of epilepsy attacks. Prospective patients sending us case histories are 
requested to give us aap of the anticonvulsants they are taking 
from their personal physicians, at the time of expressing their wish 
to come under our case insofar as treatment of their seizures is con- 
cerned, ‘These sample medicines are prescription drugs and in almost 
every case are medicines which are primarily prescribed for the control 
of epilepsy seizures. Ordinarily, to obtain such drugs properly a 
p tient would necessarily have obtained a diagnosis of epilepsy from 

i local physician or else his physician definite ly would not have pre- 
scribed for him drugs used mainly for the control of epilepsy seizures. 

I would like to submit a sample of our case history form for the 
record, 

Senator Lenman. It will be included in the record at this point. 
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(The information referred to is as follows 


BEFORE ANSWERING THE QUESTIONS, PLEASE CONSIDER THESE FACTS 


For more then twenty-five years we have been specializing in the treat- 
ment of Epilepsy attocks and have provided medicines for thousands of 
sufferers in all parts of the United Stetes end Cenada. 

From this long experience and from the results we have obtained, | sin- 
corely believe that we are providing « truly proiseworthy method of treat- 
ing Epilepsy ottects. 

This is supported by the host of letters of thanks in our files, which 
ere open for the inspection of anyone interested in reading them. The 
people who wrote these letters reported that they had no further Epilepsy 
attacks and that they were feeling ever so much better. Naturally then, they 
were given a much happier ovt'ook on life. Their reports indicate many 
have become useful citizens, able to earn their own living end ore no 
fonger @ burden upon their fomilies. Is it any wonder that we consider our 
work so worth while? 

Understand too, there ere e number of these heppy people who no longer 
teke medicines and heve reported no signs of attacks. Yet, unfortunately, 


there is no way to determine whether they ore really cured or not, because 
there is no test known to medical science whereby it can be positively 
determined that o cure hes been effected. The attecks may never come 
back, it is true. On the other hand, the ettecks may return one, two, five, 
en or more years from now. No one knows, nor can anyone foretell. 

For these reasons we do not and cannot promise to cure anyone of 
Epilepsy attacks—nor c nyone else. Insteed of promising you @ definite 
cure, therefore, which as explained is impossible to positively determina, 
we offer you an opportunity to try our method of treatment which hes given 
the results reported in e multitude of cases of Epilepsy attacks, ond thus 
hes brought ree! happiness to these patients ond their families, 


Para, i. © Damnee’. 2 <9 


CHIEF OF STAFF 


PATIENT'S CASE HISTORY 
For Epilepsy Attacks Only 


NOTE: We Acce 
as Epilepsy Attac 


t Only Cases Which Have Been Dia 
By One or More Physicians (Medical eaters} 


gnosed 


Please answer the questions on both sides of this report. From this information a combination of medicines will be selected especial. 


for the patient's particular case. A full 30-day supply of the medicines with complete directions for taking, will be sent promptly. You 


also be given advice that should be very val 
Address all ietters to 

Street, box or R. F. D. 

Post Office and State... 


Patient's Name. 


What relation are 
you to patient? 


What is patient's 
occupation? 


Male? 
Weight 


ts patient married?_______._ Single?. 
Give patient’s age _ Height 


Did you receive this Case History from us through the mail? 


wilt 


.—.Date. 


Please do mot write im this space which ls 
reserved for physician's notations. 


Date of birth ___ 


..Female?___. 


Color 


If so, please copy here your name and address as it was written on the envelope in which you 


received our last letter 


Or if it was given to you by someone, please state by whom... 


Correct Answers to These 
Questions Are Very Important! 


(All Questions Kefer To The Patient) 


Answer the questions on BOTH SIDES. These are the very same 
questions that our physicians would ask if you came here 
personally. Write the answers to the questions in the con- 
venience of your home and send them to us. 


Physician's name 
and address?... — 


Have your spells been diagnosed as 
Epilepsy attacks by a physician (M.0.)? 


What year did the first attack happen? 
Are they hard or slight? 

If DAY attacks, do they occur before NOON or after? é 
What medicine has patient taken for Epilepsy attacks? 

What is name of medicine patient is taking NOW ?. 


DAY or NIGHT attacks? 


How many attacks a month NOW? 
Before BREAKFAST or after? 
if NIGHT attacks, before going to bed or after? 2 
If not taking medicine NOW, when did patient stop? 


(if you cannot give name and contents of medicine, please send sample of tablet or capsule patient is now taking. 
Wrap it in soft paper or cotton ae ee 
If taking liquid NOW, how many teaspoonfuls daily? At what hours?. 


At what hours? 
At what hours? sioreeenneentant 


if taking tablets NOW, how many daily? 
NOW, how many daily? 


What is color of tablets or capsules? 


If taking capsules 
If possible, tell us how many grains in each? 
Hard? 

Cause gums to be soft, spongy or overgrow ‘eeth? 


How many attacks a month while taking that medicine? Slight? — 
Does 


What time does patient get up? 


the medicine seem to dull the mind?. 
About what time does patient go to ed? 


what time does patient have breakfast? Noon meal? 


MONEY-BACK ORDER BLANK 


WESTERN MEDICAL CORPORATION 
Oo Oo 415-423 West Pershing Road, Chicago 9, Illinois 
Per Month 


About Evening meal? ___ 


Gentlemen: I wish your physicians to select a combination of medicines they 
consider, from my answers to their questions, to be bes? suited for this particu- 
lar case. You are to send them to me under your Money-Back Contract. 

It is positively understood that if the medicines do not ccunteract the ettecks 
and the petient does not feel ever s0 much better—or if for any reason whatso- 
ever I am not fully satisfied —you will promptly return the sum paid for this 
supply of medicines UNDER YOUR LEGAL MONEY BACK CONTRACT 


[_]! enclose ns 


(We wall accept your personal check) 


FEE * 


FOR 3@ DAYS’ SUPPLY OF 
MEDICINES, especially selected for 
the patient’s particular case from the 


information given, and sent prepaid. os 
Yow 
— 


Medtines [__] Send Collect on Delivery and I will pay the 


postman when he delivers the package to me. 
S. funds wuh onder 


This fee also includes the services 
of our physicians. They will keep in 
close contact with your case by means 
of your reports which we request you 
to send monthly. All correspondence 
is answered promptly and courteously. 


Sent 


Patvents tn foreurn comniries must vend remittance m | 


On our part, we simply say: CAUTION —TAKE ONLY AS DIRECTED. 
AND, PLEASE SEND US REPORTS WHEN REQUESTED 10 that our 
physicians can keep in close touch with the petient’s progress. We believe you 
will like this personalized service. 


(See Other Side) 
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ADDITIONAL QUESTIONS ABOUT THE PATIENT 


Answers to the questions are necessary so thet the combination of medicines deemed best for the patieat’s perticuler case may be better determined. 


CAUTION: Take our medicines only as directed. If a doctor has ad- 
vised that the patient has heart trouble, tuberculosis, nephritis (Bright's 
disease), diabetes or other serious disease, we cannot accept the case. 
This is because persons with such diseases should, of course, be under 
the care of the family physician for personal treatment, 


What diseases has patient had and at what ages? 


Has patient ever had syphillis? 
Has patient ever had a serious operation? 
if so, what? 


Did the attacks begin shortly after some iliness? Explain 


Has pationt had a severe head injury? How long ago? 


Explain fully 


Is there any warning before the attacks? 

if so, is the warning as follows 

Does the patient notice the blood rushing to head? 
Peculiar feeling in stomach? 

Tightening in throat? 

Chewing or swallowing movements? 


If not, at what part of body does patient fee! attacks coming on? 


Or do the attacks start suddenly, without any warning? 
is patient unconscious during attacks? 

How long? 

Have convulsive jerking of muscies? 

Does patient fall during hard attacks? 

Froth at the mouth? Bite tongue? 

Ever lose contro! of urine? 

bowels? 

How long do attacks usually last? 

Does patient fall asleep after attack? 

Have headache after hard attack? 

HOW OFTEN EACH MONTH DO THESE HARD ATTACKS 
OCCUR? 
Before arising? After arising? 


Afternoon? Night? 


If the hard attacks at times come in groups or series—that is, several 


in a few hours, or days, how many usually occur? 


Does patient have periods of staring for just a moment without falling? 


After a few seconds does patient resume talking as though nothing had 
happened? 

Face turn pale, especially in region of mouth? 

Face become flushed? 

Feel dizzy? 

Do muscles of face or arms move slightly? 


Does patient's head drop forward momentarily? 


Does patient suddenly fall and immediately arise? in 
HOW OFTEN EACH MONTH DO THESE LIGHT ATTACKS 
(PETIT MAL) OCCUR? 

Before arising? After arising? 


Afternoon? Night? 


Does patient have attacks which begin like a severe seizure but which 
nd in afew seconds and without having a violent convulsion? — 
Do the eyes turn? 

Does the head turn to one side? 

Does the body stiffen? 

Do muscles of face or arms jerk? 

Does patient smack lips? 

Does patient fall gently or stagger for a moment? 

HOW OFTEN EACH MONTH DO THESE MEDIUM ATTACKS 
OCCUR? 

Before arising? After arising? Afternoon? Night? 


—_—_———_—_—————————— 


if all attacks occur while asleep either during the night or during day- 


time naps, or within a half hour after awakening, please explain here 


is patient very nervous? 
Constipated? Troubled with worms NOW? 
Have pimples or other skin eruptions? 

Poor appetite? Poor digestion? 
Feel tired most of the time? 
Memory poor? Mental condition dull? 

Irritable (bad temper)? 

is disposition worse or better while taking medicines for contro! of 
attacks? 

Or is patient bad-tempered always? 

Often have headaches? 

Does patient sleep well at night? 

Does eating certain foods upset progress? 

Has any relative ever had Epilepsy attacks? 

bias patient ever been in an institution for Epileptics? 


What does patient do to keep occupied? 


SPECIAL QUESTIONS FOR CHILDREN 
Any convulsions durir 
Bright « 
1s there any 


SPECIAL QUESTIONS FOR WOMEN 


Do most attacks occur near or 
during the menstrual perod? 


g infancy? 
backward in studies? 


peech defoct? 


At what age did patient begin to menstruate? 
Is menstruation regular each month? 


If patient married, has she borne any chiidren? 


VERY IMPORTANT! 
Show in spaces below as nearly as you can the DATES and TIME when the last FIVE or more attacks occurred. 


DAY ATTACK | 
__ (Show Hour of Day) 


Morning 


Oate of Last Attacks 


|__ Afternoon 





NIGHT ATTACKS 
(Show Hour of Might) 


BEF ORE going to bed | AFTER geng to bed 


HARD OF SLIGHT ATTACKS 
neck Seiow 


If there is any other information of importance, please write just as fully as you can. 


WESTERN MEDICAL CORPORATION 


415-423 West Pershing Road, Chicago 9, Illinois 
(See Other Side) 
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Mr. Creevy. To us it would be ridiculous for an individual to 
attempt fraudulently to obtain our medicines in view of the fact that 
we request samples of their current medicines and make it necessary 
for each patient to fully describe his epileptic condition before begin- 
ning our treatment, and in addition require him repeatedly to com- 
plete many additional reports regularly regarding his condition after 
our medicines have been started. 

Returning to our procedure, if all of the questions on the case history 
are properly answered, including the diagnosis question, our physi- 
cians will then determine from the information given exactly wh: at 
combination of our medicines should be prescribed for the patient's 
individual requirements. 

If the information given on the patient’s case history indicates that 
oe particular case is an especially difficult one to treat effectively be- 

‘ause of the frequency and severity of seizures and other reasons, our 
written reply to such patient does not falsely build up his hopes. 
Instead we honestly inform such an individual that we cannot promise 
that beneficial results will be obtained through the use of our medicines 
and that he should take our medicines on a 30-day trial basis with the 
understanding that he will continue, for his own benefit, if the medi- 
cines are helpful, or that he will discontinue our treatment after 30 
days if the medicines are not of great benefit to him. In the event 
our medicines are not helpful, the full purchase price of the original 
supply of medicines is promptly refunded. The cases in which we 
find it necessary to refund the purchase price of the first supply of 
medicines represent an extremely small percentage of cases treated 
by our organization. 

The money-back agreement mentioned above applies regardless of 
the reason a patient is dissatisfied. 

Our treatment consists of anticonvulsant medication—principally 
phenobarbital, multivitamins or multi-vitamin-mineral combinations, 
and laxative tallets. 

Senator Nee.y. Is phenobarbital a habit-forming drug? 

Mr. Creevy. I would prefer to have Dr. Kelly answer that, as I 
do not believe I am qualified to answer. 

Dr. Keniry. It would depend upon the definition of habit-forming. 
There are many things that could be classified as habituation. How- 
ever, habituation does not mean addiction. 

Senator Neety. Among other things, it is a sleep-inducing drug, is 
it, not ¢ 

Dr. Ketriy. Yes. 

Senator NEELY. 7 the person who uses it, and uses it for some 
times, does sooner or later become a habitual user and does form a 
habit that makes it seeeunary to continue the use of it, does he not ’ 

Dr. Ketiy. We have thousands of patients who have discontinued 
its use, and most of our patients prefer not to take it. Our greatest 
difficulty is having patients continue, really, with its use. 

Mr. Creevy. Shall I proceed ? 

Senator Lenman. You may proceed, 

Mr. Creevy. In particularly resistant cases our physicians may 
choose to use a special 5-grain brometone c: eats in combination with 
phenobarbital in order to obtain better attack control. Our physicians 
have found through many years of experience that only a small per- 
centage of our total number of patients require this medication. 
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We use phenobarbital primarily for three reasons: 

First. Because our physicians definitely believe it to be by far 
the most effective anticonvulsant agent known today in the majority 
of cases of epilepsy. 

There is convincing medical support for this statement which we 
will submit for the record after this testimony is completed. 

Second. Because experience has shown phenobarbital to be the 
least toxic of effective anticonvulsant agents used in the present day. 
The primary objection to phenobarbit: al is that it may cause drowsi- 
ness. Our physicians have found that where necessary dosage ad- 
justments and other medication help to eliminate this complaint. 

Third. Because the patient is spared the heartbreak of having the 
attacks controlled only to find suddenly that it is necessary to dis- 
continue treatment due to severe side reactions, possib ly se riously 
toxic in nature, which frequently occur when some other drugs are 
usec. 

The consensus of most experts in the field of epilepsy is that pheno- 
barbital is the anticonvulsant of alas in the control of epileptic 
seizures, 

Senator Leuman. May I ask you this: Since the consensus of most 
experts in the field of epilepsy is that phenobarbital is the anticon- 
vulsant of choice in the control of epile ptic seizures, is it not fair to 
assume that almost all doctors know that, too, and could prescribe 
it after an examination of the patient, and after consideration of his 
needs? I mean, what service does this organization perform that a 
reputable doctor would ne perform if he was as expert as your four 
doctors, and of course, there is no reason to suppose that he would 
not be. 

Mr. Creevy. Senator, if a local physician had the knowledge of 
epilepsy that our physicians have, there is no question that they would 
be able to treat patients as satisfactorily or even better than we do. 
However, most local practitioners have only one or two epileptics 
under their care, and do not devote their entire practice to this specilic 
part of the practice of medicine. 

Senator LeumMan. Very well, you may proceed. 

Mr. Creevy. After a combination treatment has been selected for a 
new patient, it is immediately mailed. All of our packages are sent 
by first-class mail. Each individual combination treatment is in- 
tended to last for a period of 30 days. 

Senator Nee.ty. What does that treatment cost—s5 ? 

Mr. Creevy. Yes, sir. 

Senator Leuman. When you give a supply for 30 days, how many 
grains of phenobarbital would that contain 

Mr. Crerevy. It depends on the needs of the peer patient. The 
needs of the particular patient would be determined by one of our 
physic ians after reading the information presented on the case history. 

Senator LenMan. What would be the average / 

Mr. Creevy. The average would probably be anywhere from 3 to 414 
grains of phenobarbital. 

Senator Lenman. What would be the maximum ? 

ir. Creevy. I would say the maximum would be 8 or 9 grains of 
phenobarbital. 

Senator Leuman. Nine grains of phenobarbital. So that you make 
available to the patient over this period at one time as much as 270 
grains in the case of a maximum dosage ¢ 
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Mr. Crervy. That is right, sir. 

Senator Neety. Do you know what a lethal dose of phenobarbital 
would be? How many grains of phenobarbital would ordinarily 
constitute a lethal dose ¢ 

Dr. Keiiy. Ordinarily, 60 to 90 grains is an average given. In 
some cases it may require a far greater dosage. 

Senator Smiru. Might I ask this question: Does the patient get to 
the point where he does not have to take these drugs any more, or is 
this a permanent proposition ? 

Mr. Creevy. If a patient’s monthly reports indicate his attacks are 
controlled, it is the procedure of our physicians to gradually reduce 
the dose, and in many cases to the point where medicines may be dis- 
continued entirely. We have on record thousands of cases in which 
this has been done, which are available for inspection at any time. 

Senator Neety. What is the average length of time you have your 
patients ¢ 

Mr. Crervy. The average length of treatment ? 

Senator Nee_y. The average length of treatment for your patients. 

Mr. Crervy. Senator, most epileptics require medicines for a life- 
time. It is not ordinarily a disease that can be treated temporarily ; 
it needs permanent treatment. And we have had patients with us 
for as long as 30 years because they continue to be in need of anti- 
convulsant medication for the control of epileptic seizures which they 
experience. 

Senator Neeiy. For example, if you were to mail today $5 worth 
of these tablets to West Virginia or any other State of the Union, 
and they immediately sent you a request for another $5 worth, would 
you fill that order? 

Mr. Creevy. We absolutely would not. The remainder of my testi- 
mony clearly indicates what our safety precautions are. To get back 
to the description of our procedure, the directions for taking the medi- 
cines are outlined by our physicians. A complete listing of all ingredi- 
ents can be found on the labeling of our packages in full conformity 
with the rules and regulations of the Federal Trade Commission as 
well as the provisions of the Federal Food, Drug and Cosmetic Act. 
A letter of instructions for the patient is sent direct to the patient or 
to the supervising individual the same day the treatment is mailed. 

Provisional instructions are given to be followed in the event seiz- 
ures occur during the first 4-day period. These instructions are given 
in the original letter. Enclosed in the letter of instructions is a 4-day 
report blank, requesting information regarding dosages and progress, 
which is to be properly completed and returned to our physicians for 
their consideration 4 days after the medicines have been started. 

When the 4-day report is received, it is given immediate consider- 
ation and in the event the information contained therein does not 
indicate the patient is progressing favorably in regard to attacks, 
corrective advice is immediately sent to the patient or the supervising 
individual. In the event additional anticonvulsant medication is re- 
quired by the patient, our physicians will indicate exactly how the 
necessary increase in dosage should be taken. In such an event, addi- 
tional anticonvulsant tablets are sent to the patient in order to even 
up his supply of all medicines so that the entire treatment when taken 
as directed will last for a 30-day period. Such additional supplies 
when necessary are always sent free of charge. 
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We have on record a very great number of individual cases which 
were extremely severe in nature before the institution of our medi- 
cines. Many patients before taking our medicines report having as 
many as 200 to 300 slight and severe seizures in a month’s time. Our 
records prove that a great many cases of this nature have had the 
frequency of attacks reduc ed 85 to 95, and some 100 percent. 

If, after the 4-day report, the patient continues to make favorable 
progress, as is the rule, we do not ask him to report again until order- 
ing another supply of medicine. However, if the patient is experi- 
encing any attacks or has any other complaint, he is instructed to 
report as frequently as is necessary. All patients are clearly instructed 
repeatedly to reorder medicines when the supply on hand has been 
reduced to an amount sufficient to cover a 2-week period when taken 
as directed. Every effort is made to maintain this 2-week reserve 
at all times. We caution patients to make certain that they will have 
a 2-week reserve supply on hand at all times so that they will not 
exhaust their supplies. This is most important because when an 
epileptic is without medicine it is most probable that he will experi- 
ence a recurrence of seizures. In severe cases, such recurrences could 
be most serious. 

When the new patient sends us his order for his second supply of 
medicines, he does so on what is known as a Western Medical Corp. 
order blank. This order blank requests information of great im- 
portance to our physicians. If the information given indicates that 
the patient is making excellent progress, no changes in treatment are 
made. However, if there is any indication that treatment adjustments 
are necessary, our physicians make them when sending the new supply 
of medicines to the patient. Whenever a patient presents a problem 
of any kind, a personal letter written by one of our physicians is sent 
to him in reply, fully covering the subject. 

Weare able to maintain a close check on the use of the phenobarbital 
tablets we provide, as well as on the use of the vitamin and mineral 
combinations and laxative tablets. This is true, because, as indicated 
previously, each individual treatment is intended to last for 30 days. 
Whenever a patient reorders medicine he is requested to give us the 
exact number of each kind of tablet he has in his possession on the 
date of writing. From the number of tablets reported on hand and 
the dates between individual requests for medicines, we can easily and 
definitely determine whether our instructions are being faithfully 
followed. For example, if after the second supply of medicines has 
been sent, a patient should then begin ordering more frequently than 
once every 30 days, there is reason to believe that he is taking a dosage 
in excess of that prescribed by our physicians. Under such cireum- 
stances he is immediately strongly warned to take the medicines only 
as directed and to give a full expl: ination of why he is ordering before 
the 30-day period expires. 

I believe that covers your question before, Senator. 

In almost every case we find that our patients will fully cooperate 
with us in respect to such matters; however, when an uncooperative 
patient is encountered, he is immediately instructed once again to place 
his case under the care of a local physician as we do not wish to con- 
tinue the treatment of his particular type of case. At periodic inter- 
vals, we obtain special reports from our patients which give our doctors 
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additional information regarding their progress and physical con- 
dition. 

When patients who refuse to send us such reports are encountered, 
we discontinue providing treatment for them after giving them sufli- 
cient time to obtain the services of another physician. As indicated 
previously, patients who are not cooperative are definitely in the 
minority. 

Every letter and report sent to us by a patient or a supervising indi- 
vidual and all of our replies to such letters and reports are kept per- 
manently on file. Each time a patient orders medicines his case record 
is withdrawn from our files so that our physicians will have full 
information regarding the patient’s past progress when prescribing 
for him. In addition to keeping the actual letters written by our 
patients, we have on permanent file a duplicate record which thor- 
oughly shows all correspondence and all treatments. We have been 
in business for 30 years and have in our files permanent records of 
patients for whom we are still providing medicines which date back 
5, 10, 20, 25, and even 30 years. 

It is accepted by a great many outstanding medical specialists 
that it is far better for an epileptic to take phenobarbital on a regular 
basis for an indefinite period of time to control his attacks than it 
would be for him to take some other form of anticonvulsant medicine 
on a regular basis which would not protect him satisfactorily against 
seizures, or, affording such protection, necessarily would need to be 
discontinued within a short period due to serious toxic reactions, 
possibly of an irreversible nature. 

Our physicians have been treating epilepsy for a great many years 
and have no doubt encountered every particular type case known to 
the medical profession. Their vast experience in the field of treating 
epileptics gives them a great advantage over the local practitioner 
who ordinarily has only one or two epileptics under his care. A 
majority of the patients we are treating very definitely could not 
afford to consult specialists in the field of epilepsy on a continuing 
basis. 

We supply a 30-day supply of anticonvulsant, vitamin therapy 
and laxative medication for $5. All advice by our phy sicians, and 
a very considerable amount is given to each individual, is extended 
to our patients without any additional charge whatsoever. In other 
words, the actual cost of consulting a phy sician each time a new sup- 
ply of medicine is required is completely eliminated through our 
method. This enables many people who would otherwise allow them- 
selves to experience attacks because of unfavorable financial cireum- 
stances to take advantage of full-time medical treatment and advice 
from. us. 

When a patient indicates in writing that he is unable to continue 
our treatment because of financial difficulty, we then grant him a 
price reduction. We have a large number of patients who are re- 
ceiving full 30-day supplies of our medicines for greatly reduced 
prices. 

Mr. Chairman, may I point out to you and the members of the 
committee a very significant fact: Approximately 85 percent of the 
individuals for whom we are providing treatment reside in non- 
metropolitan areas throughout the country. Our method of pro- 
viding medicines for them by mail eliminates a great many expenses 
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for these individuals who are usually, at best, only of average in- 
come. The expense of transportation to and from the physician’s 
office, the expense of an office call, the extra expense of having a pre- 
scription filled by a local pharmacist, and the time lost from their 
daily chores, are eliminated by our business operation. 

Mr. Chairman, in 1943 our company was thoroughly investigated 
by the Federal Trade Commission. No complaint or cease and desist 
order was issued by the Commission, but the matter was disposed of 
by a stipulation as to the facts. Subsequent to the acceptance of this 
stipulation by the Commission, they have never seen fit to in- 
vestigate us again. 

Senator Lenman. Have you a copy of that stipulation ? 

Mr. Crerevy. I do not have it with me, but I will obtain it and 
furnish it for you. 

Senator LenMan. Please send it to us. 

(After the close of the hearing the witness submitted a photostatic 
copy of the stipulation referred to, as follows :) 


It is hereby agreed by Western Medical Corp. that in connection with the offer- 
ing for sale, sale and distribution of its medicinal preparations in commerce as 
defined by said act, or the advertising thereof by the means or in the manner 
above set forth, it will forthwith cease and desist from representing, directly or 
inferentially : 

(a) That the method of treatment which it offers for epilepsy is “so different” 
or otherwise new or uncommon; that the methods followed in general are “old- 
fashioned” and not up to date; by assertion or implication, that the usual treat- 
ment is with “only one kind of medicine,” no attention being given by the physician 
to the patient’s general condition; or that the prospective purchaser has “very 
likely” been using a medicine that does no more than hold down attacks; 

(b) That its method of treatment will “do something more” than simply hold 
down the attacks of epilepsy, in any manner importing, implying or conveying the 
impression that it may be expected to reach and treat the underlying causes 
thereof ; 

(c) By statement, implication or otherwise, that the causes of epilepsy are 
usually known to the respondent’s physicians; that in general, such causes are 
inherited bodily weaknesses from ancestral disorders or diseases, injury, fright, 
overstudy, or a permanent weakening of the system by afflictions such as spinal 
meningitis, typhoid, influenza, and pneumonia; or by connotation, passing refer- 
ence or cursory mention, that the proportion of unknown causes is but incidental 
or of minor importance; 

(d) That deficient blood circulation is or has been found by medical science 
to be a contributing cause of epilepsy seizures, hard or slight; or that the medi- 
cines used by it are competent treatments or effective remedies for deficient blood 
circulation or consequently, for a cause of epilepsy ; 

(e) That intestinal putrefaction contributes or may contribute to epilepsy 
seizures, leads to various disturbances in the system, or is the source of disorders 
having an important bearing upon the general health; or by any means of pres- 
entation, that the laxative medicines prescribed will have significant effect on 
either the direct or the contributing causes of epilepsy ; 

(f) Directly or by implication, that stimulation of “certain glands” in the 
body has or may have remedial effect on the cause or contributing causes of 
epilepsy attacks; or that the medicines used in its treatment do stimulate 
the internal secretion glands or thereby treat the cause of epilepsy ; 

(9g) That improvement of the general physical condition has or may have 
any ascertainable effect on epilepsy seizures or their causes; that the normal 
functioning of the general systemic condition has an “important bearing” in the 
warding off or correction of epilepsy; or that its medicines constitute competent 
treatments for the general physical condition or to normalize the systemic func- 
tioning of the body; 

(kh) That from written answers to questionnaires, it does or can obtain sub- 
stantially “complete” information for the adequate and effective treatment of 
a case of epilepsy; or that its mail-order treatment is “perhaps even better” 
than would be a treatment following personal interviews with its physicians. 
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Western Medical Corp. also agrees to cease and desist from— 


(i) Disseminating any advertisement or trade literature pertaining to its 

mail-order treatments where the preparations used in such medication contains : 

(1) Thyroid extract, which fails clearly to reveal that said ingredient 

is a powerful and dangerous drug which attacks, oxidizes or burns bodily 

tissues, is apt to be and frequently is harmful to the health of the user, and 

that the preparation including such drug may be safely taken only on pre- 
scription after an examination by a competent physician ; 

(2) A laxative, which fails clearly to reveal the potential danger thereof 
in the presence of nausea, vomiting, abdominal pain or other symptoms of 
appendicitis ; 

(3) A bromide, which fails clearly to reveal that the preparation of 
which it is a part should not be used in excess of the dosage recommended, 
that such excessive use may be dangerous, causing skin eruptions, mental 
derangement, and should not be taken by or administered to children ; 

(4) Zine phosphide, which fails clearly to reveal that said ingredient 
may produce phosphorus poisoning, to which the liver and lower jaw are 
especially susceptible ; 

(5) Phenobarbital, which fails clearly to reveal that said ingredient 
may be habit-forming: 

Provided, however, That if directions for use of each of said preparations, 
whether appearing on its label, in the labeling, or in both label and labeling, 
contain adequate and specific warnings of its potential danger to health as afore- 
said, said advertisement need contain only the cautionary statement: Caution, 
use only as directed. 

It is also stipulated and agreed that if the said Western Medical Corp. should 
ever resume or indulge in any of the aforesaid methods, acts or practices which 
it has herein agreed to discontinue, or in the event the Commission should 
issue its complaint and institute formal proceedings against the respondent as 
provided herein, this stipulation as to the facts and agreement to cease and 
desist, if relevant, may be received in such proceedings, as evidence of the prior 
use by the respondent of the methods, acts or practices herein referred to. 

Witness the following signature this 28th day of April, 19438. 

Stipulation No. 3656. 

WESTERN MEDICAL Corp., 
By J. B. Creevy, President. 
FEDERAL TRADE COMMISSION, 
By GarLANp S. Fercuson, Chairman. 

Approved: May 18, 1943. 

FEDERAL TRADE COMMISSION 
By Orts B. JOHNSON, Secretary. 
Amended April 23, 1948. 


UNITED STATES OF AMERICA BEFORE FEDERAL TRADE COMMISSION 
File No. 1-15284. Amendment of Stipulation No. 3656 
In the Matter of Western Medical Corp., Chicago, Il. 


AMENDMENT STIPULATION AS TO THE FACTS AND AGREEMENT TO CEASE AND DESIST 


Upon further consideration of the terms of stipulation No. 83656 executed by 
Western Medical Corp., a corporation organized under the laws of the State of 
Delaware and having its principal place of business located in Chicago, Ill, and 
thereafter approved by the Federal Trade Commission on May 18, 19438, the Com 
mission being of the opinion that certain provisions thereof should be amended 
and it appearing that the said medical corporation is willing to agree thereto ; 

It is hereby stipulated by and between the Federal Trade Commission and 
Western Medical Corp. that the aforesaid stipulation shall be and the same hereby 
is amended by striking therefrom the word “laxatives” in the second paragraph 
on page 8 thereof and by further striking therefrom the inhibition on page 10 
thereof designated as (2) which reads as follows: 
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“A laxative which fails clearly to reveal the potential danger thereof in the 
presence of nausea, vomiting, abdominal pain, or other symptoms of appendicitis.” 
It is further stipulated and agreed that as thus amended all of the terms and 
provisions of said stipulation No. 3656 shall remain in full force and effect. 
Witness the following signatures this 9th day of April 1948. 
WESTERN MEDICAL Corp., 
By J. B. Creevy, President. 


“ 


$y Harry L. James, M. D. 
Vice President. 
FEDERAL TRADE COMMISSION, 
7 R. E. FREER. 
Approved April 25, 1948 
FEDERAL TRADE COMMISSION, 
y Oris B. JOHNSON, Secretary. 

Stipulation No. 3656. 

Mr. Creevy. In July 1950, an investigation of the Western Medical 
Corp. was made by agents of the Food and Drug Administration, 
lasting nearly 2 weeks. We permitted these agents to have access to 
any of our records they wished to examine, ‘and we also fully co- 
operated with them in carefully explaining our office procedures. Fol- 
lowing this investigation, we heard absolutely nothing from the Food 
and Drug Administration. If they had any objections to our proce- 
dure, we believe they should have pointed them out at the time of in- 

vestigation. Also it seems logical to us that they should have made 
strong objections immediately. if they felt we were not doing a public 
service. If they later learned of any objectionable procedures or de- 
velopments related to our medicines, intended only for the control of 
epilepsy attacks, we believe they should have informed us, so that such 
situations, if actual, could be corrected. 

Senator Nrery. I agree that they should have informed you, but 
notwithstanding their failure to make any complaint to you, that 
agency has supplied a rather exhaustive statement here about this 
company on behalf of which you are speaking. I want to call your 
attention to one or two paragraphs in it. I presume that the witness 
will be called back after you are through, probably, to tell the whole 
story. 

Mr. Creevy. Yes, sir. 

Senator Nrery. It cites two cases of patients in West Virginia. 
About one of these, it says: 

A woman in West Virginia died in a local hospital after consuming several 
handfuls of 3-grain phenobarbital tablets obtained from Western Medical Corp. 


In another place the statement says: 


\ physician in Bluefield, Va., informed us that a man there is a confirmed 
phenobarbital addict and oo. he obtains his habit-forming drug from this firm. 

That is quite at variance from these telegrams I received, because 
these telegrams from my constituents which I received this morning— 
and I have several hundreds of them —testify as to the beneficial 
results of this treatment. 

For instance, here is one from my own home town, Fairmont, W. Va., 
that says: 

Dr. Harry L. James, Chicago, IL, wrote me about the bill being voted on keep 
ing medicine from being mailed. His medicine is only place to get it which 


helps my epilepsy spells. Mail is only way to get it. Would appreciate your 
help. Thank vou. 
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I will not mention the name of the person it is signed by, but anybody 
may see it who wants to look at it. 

I have more than 25 other messages similar to that here that came 
to me this morning from various places i in West Virginia. One is from 
Charleston, the c: apital of our State. 

In behalf of Dr. James, of Chicago, Ill., from whom I received medicine for a 
son for epilepsy, he cannot work if he does not get medicine. All other doctors 
fail to help him. Now he is able to work and make a living for his family. The 
medicine can’t be bought in local drug stores. Please consider this seriously. 

That is signed by the mother of the boy. 

I could act on these telegrams, and I would be very sympathetic to 
them, if I thought I could be and act safely in the matter. 

But the statements that I find here in the Federal Security Agency 
report of the cases they cite make it appear to me that there is a great 
deal of danger in this matter. 

Mr. Creevy. May I defend our position in that, Senator ? 

Senator Neery. You may in just one moment. I want to call your 
attention to one or two other statements that are contained in this 
document that has been supplied by the Federal Security Agency. 

A woman in Reno, Nev., was rushed to a local hospital for treatment for 
phenobarbital poisoning. She had attempted suicide with the drug received from 
Western Medical Corp. 

A phenobarbital addict in Detroit, Mich., while under arrest by the Detroit 
police, admitted that he was not an epileptic but that he had obtained his pheno 
barbital from Western Medical Corp. for many years. 

A young man in New Jersey, undergoing treatment in a United States Naval 
Hospital, was found in a coma in his room by his landlady who called the loca! 
police. He was a victim of phenobarbital poisoning and the phenobarbital was 
obtained from the Western Medical Corp. 

What precautions do you take to prevent someone like this person 
in Detroit, Mich., who acknowledged that he was not an epileptic at 
all, but had evidently written to your company that he was and filled 
out a blank showing his symptoms which he had probably learned 
through someone who was an epileptic and obtained his medicine in 
that manner, from getting your medicine? What do you do to pro 
tect yourse Ives as well as the public against imposition by people who 
are note pile ptic s¢ 

Mr. Creevy. Senator, cases of this kind have been unknown to us. 
We had felt, up to this time, that our precautions as previously de- 
scribed were satisfactory in eliminating this possibility of a nonepi- 
leptic trying to obtain our medicines fr: ‘audule ntly. However, we are 
willing—and I would like this to be definitely understood—to obtain 
froma local physician confirmation of the diagnosis of epilepsy befor: 
treating these people, if you consider that necessary. 

Mr. Metxitegounx. Do you now obtain such confirmation ? 

Mr. Crervy. We do not; no. Heretofore we considered it unneces 
sary. We obtain the name and address of the diagnosing physician, 
and, frankly, we have felt that the procedure that we require a pros- 
pect to go through is far more difficult than it would be for him to 
obtain phenobarbit al from another source. 

For instance, I firmly believe, and I think that this could be demon 
strated, that if I were visiting in Washington I could consylt a loca! 
physician here and tell him that I am ane pileptic and that I aceident- 

ally lost my medicines in the morning, or destroyed them by dropping 
them in the washbasin, and that they were not fit for use. And I would 
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then tell the doctor that I had been subjected to severe epilepsy spells 
which usually occur during the daytime when I had to take care of my 
business affairs, and I was very much afraid that I would experience 
one of these attacks, as they usually do occur when I am without 
medicine. 

Then I would say, “Doctor, will you please prescribe an anticonvul- 
sant medicine for me? Ordinarily, I take 3 or 4 grains of pheno- 
barbital a day.” 

It is our contention that a presentation of that type would enable 
an individual to fraudulently obtain phenobarbital in almost every 
case. There are thousands of records indicating that phenobarbital 
prescriptions have been refilled in many drug stores throughout the 
country without the authorization of a physician. 

We feel that it is far more diflicult for a person to obtain phenobar- 
bital through us than it would be through many other means. 

Senator Nrety. Mr. Creevy, I think, in entire fairness to your 
organization, that I ought to tell you that the report from the Federal 
Security Agency contains this favorable statement : 


Unquestionably some epileptics are bencfited by the treatment— 


that is, the treatment that you set out— 


in the sense that their epileptic seizures are kept under reasonably good control. 

This method of distribution of the habit-forming and dangerous drug, pheno- 
barbital, though, is in the opinion of the Food and Drug Administration, con- 
trary to the public interest. 


Mr. Crervy. Senator, I think that the great good that our organi- 
zation performs far outweighs the limited evil that has been indicated 


in that report. For instance, we have treated over 150,000 epileptics 
successfully through 30 years of operation. We now have 21.000 
active patients who obtain relief through our medicines. It is our 
contention that there are single drug stores in the United States, many 
of them, that have issued phenobarbital tablets that have been respon- 
sible for more suicides than our organization can be shown to be respon- 
sible for through 30 years of operation in treating 150,000 epileptiecs. 
There are single drug stores that have issued “medicines that are 
responsible for m: ny suicides. 

Senator Neety. Do you not think the precaution that you have sug- 
gested about having to go to a physician and have him make an 
examination in these cases would be advantageous to the public 
generally ¢ 

Mr. Crervy. Senator, I definitely agree with that. 

Senator Nrety. Iam not putting in a plug for the medical profes- 
sion, because I think that, like the lawyers’ organization and other 
agencies, some of which I belong to, they have their faults. But it 
oes seem to me, in view of this report regarding this company, that 
there should certainly be local examinations. I do not mean every 
week or every month, but there should be an occasional examination, 
und probably one before any of these medicines are shipped to them. 

Mr. Creevy. We do have the report from the patient that he has 
been examined and diagnosed as an epileptic by a local physician. 
We are doing that now. And I would like it to be understood that 
we are willing to cooperate, without any complaint, in making any 
hecessary improvements in our oper ations which can be carried out 
tor the benefit of the epileptics we are treating. 
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Senator Lenman. Senator Neely has told you he has received 30 
wr 40 telegrams with regard to this. 

Senator Neety. That is just within 1 hour. 

Senator Lenman. I have received, I should say, by early this morn- 
ing, 150 telegrams. I also was called on the telephone in the middle 
of the night by several people and they advised me that they had been 
directed by Dr. James—— 

Mr. Creevy. He is our chief physician. 

Senator LeumMan. To communicate with me. It is a fair assump- 
tion, therefore, that you sent a telegram to these people telling them 
io present their v iewpoint or bring pressure to bear on the committee, 
whichever you wish to call it. Have you a copy of the telegram that 
was sent out ? 

Mr. Creevy. No, I have not. However, I can present one to the 
committee. 

Senator Lenman. Can you tell us what was in the telegram ? 

Mr. Creevy. Something similar to this: 

The United States Senate is considering a bill which would prevent us from 
continuing to provide medicines for the control of your epileptic spells. If you 
wish to continue our treatment which has been so effective, you should make 
your objections known to your Senator. 

Senator Lenman. I was advised that they had been told that the 
only way they could get this medicine was through your organization, 

Mr. Creevy. Absolutely not. If they were told that, they were not 
told by us. We have never indie ated that they could not obtain 
phenobarbital or any of the other medicines contained in our treat- 
ment from another source. 

Senator Neevy. If I may interrupt, this telegram that I have re- 
ceived from a man in my home town says: 

Str: Dr. Harry L. James, Chicago, Ill., wrote me about the bill being voted 
on keeping medicine from being mailed. His medicine is only place to get it 
which helps my epileptic spells. Mail is only way to get it. Would appreciate 
your help. Thank you. 

[ think what Dr. James probably said is that the only place to get 
vour medicine is from this source instead of the drug stores, because 

understand that this medicine is not for sale in drug stores. 

Mr. Creevy. No, our medicine is not. Our medicine can be pur 
chased only from our firm. 

Senator NeeLy. I think, Senator Lehman, what was sent out by Dr. 
James, judging from these messages, was not that it was impossible to 
get phenobarbital some pl: ce else. but that it was not possible to get 
this particular company's medicine. 

Mr. Creevy. That ee Senator. 

Senator LeHmMan. Yes, but the *y seem to be under the impressioi 1) 
that they would necessarily be very much injured if they could not 
receive this medicine by mail when, as a matter of fact, I think it is 
fair to assume they could receive it from an y practitioner, That is, if 
it isa fact, as you have testified, that all you give them is phenobarbital. 

Mr. Creevy. No, we give them multivitamins and laxatives in addi 
tion to the phenobarbit: al in conjunction with psychological advice 
which proves extremely helpful in many cases. 

Senator Lenman. Let me ask you this question: As far as drugs 
are concerned, you confine yourself to phenobarbital. I have 1 
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knowledge as to the effect of phenobarbital either as a poison or as : 
habit-forming drug. But if you were given an exemption, what 
would prevent you or somebody else from supplying any kind of a 
drug by mail? 

Mr. Creevy. Well, if we were given an exemption, first of all, as 
far as we are concerned, we would not use any other drugs that would 
be dangerous to the public health. 

Senator Lenman. Well, would you be estopped from doing it¢ 

Mr. Creevy. Would we be estopped ? 

Senator Leuman. Yes. I mean, would there be any law or regula- 
tion that would prevent you from doing it as long as you had an 
exemption / 

Mr. Creevy. In the case of narcotics, | believe the Federal Narcotic 
law would prevent us from sending narcotics through the mail. We 
do not consider phenobarbital a narcotic. 

Senator LenmMan. How about barbiturates! Phenobarbital is not 
the only barbital. 

Mr. Creevy. No, but it would be the only barbiturate we would use. 

Senator LeumMan. I know that is your present policy, but what 
would prevent your going into a much wider field and distributing 
other drugs by mail—either you or anybody else, as a matter of fact ? 

Mr. Crrevy. As far as I know, Senator, nothing. [am not fully 
qualified to answer that question. 

Senator Leuman. Would you proceed, please 4 

Mr. Creevy. Since this is our attitude, that we are willing to coop- 
erate without complaint in making any necessary improvements in 
our methods of operation, what sound reason exists for creating a law 
which, according to the Food and Drug Administration, is definitely 
intended to put us out of business / 

We are confident that it is not the intention of the members of this 
committee to force the Western Medical Corp., to discontinue opera- 
ting a business which can readily be proved to be a fine public service. 

It is extremely important to note that, if our patients are deprived 
of our medicines, a wave of serious tragedies would result throughout 
every State in the Nation. 

Mr. Sxneep. Does your firm supply any medicine that cannot be 
purchased in a local drug store ? 

Mr. Crervy. No, sir. 

Mr. Snrep. Do you supply any service other than the medicine / 

Mr. Crervy. Yes: we do. 

Mr. Sneep. What are those services / 

Mr. Creevy. We feel that our replies to our 4 enya patients are of 
great advantage to them psychologically, and we have a consider- 
able—— 

Mr. Sneep. You do rely on the diagnosis of a local phvsician.for 
the determination of the existence of epilepsy ‘ 

Mr. Creevy. That is correct. 

Mr. Sneep. That is all I have. 

Senator LenmMan. You may proceed. 

Mr. Creevy. A vast multitude of this country’s epileptics would 
then be exposed to very undesirable situations, as, without our medi- 
cines, they would no doubt experience more frequent seizures. Un- 
fortunately, many of them, because of the greater purchase price of 


92363—-52 1 
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other forms of treatment, secured through the channels of local doc- 
tors and druggists, would obtain treatment only intermittently. 
Others would resume taking the medicines provided by their family 
physicians, on a regular basis, possibly once again to find them inade- 
quate in controlling attacks. 

The next statement, I believe, is of great importance: 

It should be remembered that all of our patients had taken treat- 
ment without satisfactory results from other sources before coming 
to us for help. 

If the Food and Drug Administration has any legitimate objections 
to any of our methods, then have them play the game fairly by present- 
ing their objections openly to us so that we may demonstrate our 
willingness to make changes in our procedures if any are really shown 
to be necessary. 

Since the passage of this bill as it is now written apparently would 
be ruinous to us—assuming that the interpretation of the Food and 
Drug Administration is correct—we request that the phrase, “or other- 
wise without examination of the patient,” be stricken from the bill so 
that we will have the opportunity to continue to serve thousands of 
unfortunate epileptics. We appeal to you not to give the Federal 
Security Administrator this additional power to destroy almost over- 
night our organization, which has faithfully served epileptics since 
the year 1921. Through these 30 years of activity, we have made a con- 
stant effort to improve our safety precautions as well as our methods 
of controlling epileptic att: acks and we fully intend to continue this 
policy of making every possible improvement. 

Absolute proof that the appeal we have made to amend this bill 
has the stanch support of a vast multitude of American epileptics may 
be readily seen in the sincere letters they have written at our request 
for the consideration of this Senate committee. The following brief 
letter is representative of thousands we have received in the last few 
days, all of which are available at any time for examination by the 
committee. 

May I have permission to read this letter ¢ 

Senator Lenman. Yes. 

Mr. Creevy. The letter reads: 

WESTERN MEDICAL CORP., 
Chicago, Til. 

GENTLEMEN: For several months prior to June 1947, my son, Chester Williams, 
Jr., was almost dead with epilepsy. Just prior to this time he had spells almost 
every day. Some days he had as many as five spells and was unconscious a 
sreat part of the time. I used my local physicians but they were unable to 
do anything at all to help him 

About this time I wrote your firm and you sent me a questionnaire which 
I answered. You took great pains to question me further as to his condition 
and since I purchased the first treatment from you in June 1947 he has not had 
another single spell and is now in the best of health. I appreciate very much 
the interest you have taken in his case as you have eliminated part of the 
treatment ig you thought advisable. 

I sincerely hope that this bill under consideration by the United States Senate 
will not pass, as I sincerely know from the bottom of my heart that a great 
injustice will be done my son, myself, and family, if we are unable to secure 
this treatment through the mail, and I am sure that the same injustice will be 
done other sufferers from epilepsy. 

Yours very truly, 
CHESTER W. WILLIAMS. 
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That was mailed from Tuckerman, Ark. 

Senator Lehman, when we learned of the Food and Drug Adminis- 
tration intention in regard to this particular bill, we sent a letter to 
all of our patients. This letter was mailed last Saturday. Since that 
time we have received appeals similar to this, many far stronger than 
this. On Monday, we received 183 letters. On Tuesday, 800; on 
Wednesday we received 2,000. I called my office this morning and 
there are an additional 5,000 letters, all of which are very similar to 
this. 

Senator LenMan. What is the number of your patients? 

Mr. Creevy. Twenty-one thousand, sir. 

Senator Leuman. Do you have a copy of the letter which you sent 
to your patients / 

Mr. Crervy. No; I have not. However, I will submit that. 

Senator Lenman. May we have that, please. 

Mr. Creevy. I have with me several thousand of the letters which 
our patients have mailed. 

Senator LeumMan. We have those two things, as I have stated. We 
would like to see copies of either letters or telegrams that you have 
sent to your patients regarding this bill. 

Mr. Creevy. Yes. 

(After the close of the hearing copies of letters sent by The West- 
ern Medical Corporation to its patients in connection with the legis- 
lation, were submitted by the witness, as follows :) 


NEW YorK 


Senate committee meets tomorrow (Thursday) regarding Durham-Humphrey 
bill amendment. Your Senators Irving M. Ives and Herbert H. Lehman are on 
that committee. Suggest you wire them care of Senate Office Building, Wash- 
ington, D. C., to oppose measures that would prevent you from continuing to 
receive medicines by mail. 

Harry L. JAMEs, M. D 


ALABAMA 


Senate committee meets tomorrow (Thursday) regarding Durham-Humphrey 
bill amendment. Your Senator Lister Hill is on that committee. Suggest you 
wire him care of Senate Office Building, Washington, D. C., to oppose measures 
that would prevent you from continuing to receive medicines by mail. 


Harry L. JAMES, M. D. 


CALIFORNIA 


Senate committee meets tomorrow (Thursday) regarding Durham-Humphrey 
bill amendment. Your Senator Richard M. Nixon is on that committee. Sug- 
gest you wire him care of Senate Office Building, Washington, D. C., to oppose 
measures that would prevent you from continuing to receive medicines by mail. 


Harry L. JAmEs, M. D. 


MINNESOTA 


Senate committee meets tomorrow (Thursday) regarding Durham-Humphrey 
billamendment. Your Senator Hubert H. Humphrey is on that committee. Sug 
xest you wire him care of Senate Office Building, Washington, D. C., to oppose 
measures that would prevent you from continuing to receive medicines by mail. 


Harry L. James, M. D. 
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NEW JERSEY 


Senate committee meets tomorrow (Thursday) regarding Durham-Humphrey 
billamendment. Your Senator H. Alexander Smith is on that committee,‘ Sug- 
gest you wire him care of Senate Office Building, Washington, D. C., to oppose 
measures that would prevent you from continuing to receive medicines by mail. 

Harry L. James, M. D. 


WEST VIRGINIA 


Senate committee meets tomorrow (Thursday) regarding Durham-Humphrey 
billamendment. Your Senator Mathew M. Neely is on that committee. Suggest 
you wire him care of Senate Office Building, Washington, D. C., to oppose measure 
that would prevent you from continuing to receive medicines by mail. 

Harry L. JAMES, M. D. 


ILLINOIS 


Humphrey-Durham bill now pending in Congress. If passed by Senate would 
deprive patients from continuing our treatment. Please wire your protest imme 
diately to Illinois Senator Paul H. Douglas, Senate Office Building, Washington, 
Ly. C., so he will have it if possible before 9 a. m. Monday, September 10. 

Harry L. JAMes, M. D. 


WESTERN MEDICAL CORP., 
Chicago, Ill., September 7, 1951. 

Dear Friend: This letter is an appeal which is of vital importance to you. 
Please read it carefully. 

The United States Senate in a few days’ time will be considering a bill which 
could, because of a legal technicality, stop us from sending our medicines through 
the mail. However, with your help, we have reason to believe that we can 
definitely prevent this legislation. 

Your assistance is needed immediately. This is what we ask you to do. 
Please sit down right away and write a letter direct to me, answering the 
important questions listed below: 

1. Why were our medicines started? 

2. What benefits have our medicines given? 

3. What other medicines were tried before beginning our treatment, and with 
what results? 

1. Please explain what you consider would be the result if you were unable to 
obtain medicines from us continuously through the mail. 

Remember, this bill can be defeated if you will cooperate by writing the tetter 
we have requested without delay. With your very valuable aid, we can clear) 
prove that our medicines are definitely helpful and must be continued for the 
sake of a great many Americans who unfortunately are afflicted with epilepsy 
Piease get your letter to me in the mail teday in the enclosed envelope, which 
requires no postage. Also, if any of your relatives or friends are willing to write 
us, you may be certain their letters will be of help too. 

With every good wish, 
Harry L. James, M. D., 
Chief of Staff. 

P. S.—To prevent any possible delay, please use the enclosed sheet for your 

reply. 


WESTERN MEDICAL COHRP., 
Chicago, Ill, September 16, 1951. 

DeaR FRIEND: A representative of the Western Medical Corp. has presented 
testimony before the United States Senate committee holding hearings on the 
Durham-Humphrey bill. Our representative was given sufficient time to tell 
our story completely, and the members of the committee were very interested 
in the facts given. 

However, the Food and Drug Administration, a bureau of the Government, 
presented a statement that was most unfavorable to the defense of sending our 
medicines for epilepsy attacks through the mail. 
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We know that it is your wish that we continue serving you. However, this 
may not be possible unless you will now write a letter direct to Senator Hubert 
H. Humphrey stating how our medicines have helped and why they should be 
continued ; also, what you think of the proposed law which would stop us from 
serving you. Please express your feelings entirely in your own words. 

The letter should be written today and placed in the mail immediately. Send 
your letter to Senator Hubert H. Humphrey, Senate Office Building, Washington, 
D. C. We are confident your letter to Senator Humphrey and any your friends 
or relatives might write to him will help much to turn the tide in our favor, 
thus permitting us under law to continue sending our medicines through the mail. 

A stumped envelope addressed to Senator Humphrey is enclosed for your eon- 
venience; also a sheet of writing paper in case you should not have any handy. 

With every good wish. 

Harry L. James, M. D., 
Chief of Staff. 


P. S.—This is important. If you possibly can, see your family physician im- 
mediately and obtain from him a brief note stating the patient has epilepsy 
attacks and should continue our treatment. Enclose that note in your letter to 
Senator Humphrey, as such a note would be tremendously helpful. 


WESTERN MEDICAL CorpP. 
Chicago, 1Ul., September 18, 1951. 


Dear FrreND: There is still the possibility that we might be prevented from 
sending you medicines by mail. Your splendid cooperation thus far has been 
tremendously helpful, but as a final effort will you send a telegram to Senator 
Herbert H. Lehman, Senate Office Building, Washington, D. ©. Senator Lehman 
is chairman of the committee before which all facts have been presented and 
whose final decision will have much weight in determining the action taken 
by the United States Senate in removing the objectionable parts of the Durham- 
Humphrey bill. 

In your telegram to Senator Lehman express in your own words just how 
such unfavorable legislation would affect you. It is not necessary to mention 
the number of the bill, as it is commonly known as the Durham-Humphrey 
bill. 

In due time we will advise you of the final action taken. We sincerely hope 
that, as a result of the efforts yon have made, we will be able to impart some 
good news to you before long. 

With every good wish, 


Harry L. James, M. D., 
Chief of Staff. 


WESTERN MeEpICcAL Corp. 
Chicago, 1U., September 18, 1951. 


Dear Frrenp: There is still the possibility that we might be prevented from 
sending you medicines by mail. Your splendid cooperation thus far has been 
tremendously helpful, but as a final effort will you send a telegram to Senator 
Matthew M. Neely, Senate Office Building. Washington, D. C. Senator Neely 
is on the committee before which all facts have been presented and whose 
final decision will have much weight in determining the action taken by the 
United States Senate in removing the objectionable parts of the Durham- 
Humphrey bill. 

In your telegram to Senator Neely express in your own words just how such 
unfavorable legislation would affect you. It is not necessary to mention the 
number of the bill, as it is commonly known as the Durham-Humphrey bill. 

In due time we will advise you of the final action taken. We sincerely hope 
that, as a result of the efforts you have made, we will be able to impart some 
good news to you before long. 

With every good wish, 


Harry L. JAMES, M. D., 
Chief of Staff. 
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We respectfully ask you to recognize the wishes of these fine but 
unfortunate people by striking from the bill the phrase “or otherwise 
without examination of the patient.” 

Mr. Chairman, we acquit the Food and Drug Administration of 
any personal vindictiveness against us. But here is the situation: On 
the one hand, you have an old- established, law-abiding, overinvesti- 
gated and “cleared” business; on the other hand, you “have a frank 
admission of the Administration that the sole aim of the language is 
to drive us out of business. 

The insertion of this objectionable language merits, we believe, more 
than routine inquiry. In the original House bill, H.R. 3298, and in 
its original companion bill in the Senate, S. 1186, this objectionable 
language did not appear. Although the House committee held hear- 
ings on H. R. 3298, we have failed to discover any suggestion by any 
of the witnesses that this language be inserted. The House committee 
report, which accompanied a considerably amended H. R. 3298, for 
the first time makes reference to this language, but adds, “The latter 
provision follows the existing law.” ‘The simple fact is that it does 
not follow the existing law; that it is such a departure from existing 
law that, whereas we can operate under existing law, we cannot under 
this language if the interpretation of this language by the Food and 
Drug Administration is correct. 

The d: iy before yesterday, Deputy Commissioner Larrick of the 
Food and Drug Administration, testifying before you on this bill, 
read a lengthy statement. So far as we can tell, no mention was made 
of the insertion of this language in his prepared statement, nor was 
there any serious or direct justification in support of it in his reply 
to Senator Ives’ question on this language. It seems to us crystal- 
clear that this language must come out, or that if the language has 
some purpose this ‘committee make it clear that the language 1 is not 
intended to affect our way of doing business under the present law. 

Members of the committee, there is at stake the life of a 30-year-old 


company with 105 long-time employees, performing a useful and neces- 
sary function for the relief of distressed epileptics. 

I was going to say no evidence has been presented by the Food and 
Drug Administration. However, some has been, and I withdraw 
that statement. 

We know that we can depend on you to be fair about this. 

I would like to submit our other forms for the record. 
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(The forms referred to are as follow :) 


FOUR-DAY REPORT 


Dr. James wishes you to mail this report 4 days after starting treatment 


VERY IMPORTANT 


Please do not write in this space which is reserved 
for physician's notetions 


Name of Patient__.___ 





Street Address 


a CE ii iicesiiteiitinteitieneciichiaisipilcheniia il piss nicisiabe scat tiie iaaeidiaenasnc 


PLEASE ANSWER THE FOLLOWING QUESTIONS: 
On what date did you receive the package of medicines?_______On what date did patient begin the treatment?__ 


Has patient had any attacks since taking the medicines?___ SND. cnicntpimmapepcinmenidiniaiin 


Date of Attacks Mw ee = a ee a rate Slight or Severe 


tf pationt hes hed any 
attacks, shew ta 
these spaces when 
ther beppered . . . 











Did patient find it necessary to increase the dose of Rx ‘‘A’’?___...__$.__Om what date ?__ 


Is the increased dose of Rx “A” still being taken?___.__......_______ At what time? 


How many Rx “A” tablets are being taken daily? a tees 
How many Rx “B” tablets are being taken daily? Se aise 
Is patient taking the Rx C” (laxative) tablets?___._ - oe Dy SOT SI OC eerste 


Is that dose sufficient to move bowels daily ?- science ainsreeninniaaianeaaasditiaciiati ‘ihe 


t#” Some patients require SPECIAL medicine in addition to Rx “‘A’’ and Re “B’’ while others do not 
Show at what time SPECIAL medicine, (called "Rx SPEC."’), is being taken?___-_EEE 


Report here how the patient has felt since starting our medicines ——_—_S EE wenpusatemeaianstibeedines 
What time does patient go to bed? PM. (Get up? panepiiiecaeticiaatiaattecatensibasientene ae 
Have you noticed that patient's condition is improving ?___ 


What difference have you noticed? == 


Write on reverse side any other information you think will be of interest 


MEDICAL STAFF 


E. S. HOTTINGER, M.D E.G. THOMPSON, M4. D 
W. V. KELLY, M.O HARRY L. JAMES, Chiof of Staff 


WESTERN MEDICAL CORPORATION, 415-423 West 39th St., Chicago 9, itt. 
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Order Blank 


WESTERN MEDICAL CORPORATION 
415-423 West 39th Street, Chicago 9 Da 


ae [] So amidinas for Epilepsy attacks to be sent prepaid 


THE es 
Send C. 0. D.___ ________ 30 days’ supply of medicines. 
MEDICINES When the package arrives I will pay for the medicines and 
SENT the Post Office C. O. D. charges. 
(No C.O.D.’s can be sent to Canada) 


(PLEASE PRINT) 


Ea ent EE A Ser 
If name or address has changed since last order please fill in next line. 


FORMER NAME FORMER ADDRESS 


Do Not Write In This Space Which Is Reserved For Medical Records 


WILL YOU HELP TOO? 


Many of our patrons send us the names and addresses of every one afflicted with 
Epilepsy attacks whom they hear about. WILL YOU also tell us of others you hear of 
who are suffering from Epilepsy attacks so that we may send them a copy of our 
latest book entitled, ‘‘GRATITUDE?’’ Your name positively will never be mentioned, 
unless you ask us to do so. 


Please Print Their Names and Addresses in Spaces Below. Thank You! 


Name 
Address 
Name 


ee 


CAUTION: TAKE THE MEDICINES ONLY AS DIRECTED. DO NOT 
MISS A SINGLE DOSE BECAUSE REGULAR MEDICATION IN 
THE TREATMENT OF EPILEPSY ATTACKS IS MOST NECESSARY! 


REMEMBER TO ORDER AT LEAST TWO 
i Vi fe 0 re TA Ny T! WEEKS AHEAD OF TIME SO THAT YOU 
s WILL NOT RUN OUT OF MEDICINES 


(See Other Side) 
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PLEASE REPORT HERE 


Date 


() Hard 


Any attacks since last report?__._ =>» How many? 
f = - (] Slight 


Tell date and what hour of day or night each spell occurred 


(A.M. is from 12:01 midnight to 12:00 noon. P.M. is from 12:01 noon to midnight.) 


If you do not know the hour, state whether the attacks occurred before or after breakfast, 
before or after lunch, before or after supper, before or after bedtime. FAILURE TO 
REPORT TIME OF ATTACKS DELAYS PROGRESS, 


What time does patient get up?__._ = —=—S——S—SC Goo. to bed? 


About what time does patient eat 
Breakfast?___===-—=—s~Noon meal?____———s——S——sés veering mee? 


REFER TO THE DATE ON THE LABELS OF YOUR LAST TREATMENT AS IT WILIi 

TELL YOU HOW SOON YOU WILL BE NEEDING MORE MEDICINES. ALWAYS KEEP 

AT LEAST A TWO (2) WEEKS’ RESERVE SUPPLY OF MEDICINES ON HAND 
OUR OFFICE IS CLOSED SATURDAYS, SUNDAYS AND HOLIDAYS. 


WESTERN MEDICAL CORPORATION, 415-423 W. 39th St., Chicago 9, Ill. 
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PATIENT’S SPECIAL REPORT 


The purpose of this report is to enable us to have a better understanding of the patient's condition. 

Reports like this give usa WRITTEN RECORD of the details of the case. We wish to overlook nothing 
in our ejjorts to get the very best possible results, so please do your part by following directions carefull; 

We have available for our patients many different medicines. Should this report be unfavorable, change, 
can be made in the medicines in the endeavor to bring about better results. 


My name is : Date____ 


Street, Box or R.F.D 


Post Office and State _ 


PATIENT'S rams. 


Aro you placing an order for more modicines today? ___ 


Have any attacks occurred since your last report?____ 


If so, list the time they happened on the lines below 





c DAY ATTACKS NIGHT ATTACKS . | HARD OR SLIGHT ATTACKS 
Dd Altack ‘ How Long Did ‘ 
seen acts | __ (Show Mour of Day) | (Show Mour of Wight) ae (Check Below 
: Morning Afternoon BEFORE going to bed | AFTER going to bed } 


| 
} 
| 
| 





How many R “A” does patient take daily? . ie Show in spaces below hours of day or night patient takes either 
WHOLE or HALF RR “A” ta t. Mark “1” for WHOLE tablet and “44” for HALF tablet 


7 > > AM AMI7 Ald AN 2 2AM/I1 J 1 PM|2 PMj3 PM/|4 PM/5 PM 8 PM/|9 PM/i0 PMi11 PMii2 M 
RA | 
| | | | } 

How rr pa k 
AM|7 AM ’ AM|9 AM AMlil AM ‘au] Woon 


1} SPEC.” in addition to 1} “A” and I} “B” while others do not. Show in spaces below what 





Show in spaces below time }} “B” tablets are taken, 


—_.. How many tablets ?__ 


What other laxative is used, if not Rx “C”?____ 


____Rx Special? 


sihepaatpaiaplinbiniataahamacaltaa OEE 1s I WIE cnicicmeatitarcnaitiitiasints 


t eats daily a a 


What kind of work? 


ccupied?____ 


Jition? 





k of this report for any further r information you think we should have. 


MEDICAL STAFF 
?, M.D J. J. HENNESSY, M., D. 
HARRY L. JAMES, Chief of Staff 


WESTERN weenie CORPORATION, 415-423 W. Pershing Road, Chicago 9, Ill. 
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PATIENT’S MEDICAL RECORD 
Dear Doctor: 


I realize it is very important for you to know HOW MUCH medicines and the EXACT DOSES the 
patient takes each day, so I am giving you that information on the chart below, to the best of my ability. 


My name is____ 


i ceenttnedpgenetaienerne 





PATIENT'S name_ Please do not write in this space. 


EE cccntisirrcntinitenciietipaininiciaai 
as 8 a iceneetinpeencinins 
ee Ce Fae cteccnintnteninemantoragnnratinnniniminedn 


Are you placing an order for more medicines today? 


R A Show here hours 


How many whole “A” tablets are taken daily?__._- ~~ E2ESESEEEe each dose is taken. 


Show here hours 
How many half “A” tablets are taken daily? ————- ach dose is taken 


B Show here hours 
How many “B” tablets are taken daily?__.__+SSS ach dose is taken. 


(Not all patients require SPECIAL medicine. Leave this space blank if the package contains no Special medicines.) 


Show here hours 
SPECIAL How many SPECIAL tablets or capsules are taken daily? each dose is taken 


(For female patients only, to be taken at the menstrual period when the case so warrants.) 


R M Show here hours 


How many Rx M tablets or capsules are taken each month?__.___.___each dose is taken___ 


- —— — ——- — — — ae 


R C How often does patient find it necessary to take a laxative for constipation? ___ 


Some potients are never troubled with constipation. Others obtain satisfactory bowel! action from the use of laxative foods 
such as bron and prunes, or by taking mineral oil alone or in conjunction with our Ru “'C”’ loxotive tablets. Still others obtein 
best results from the ese of a saline cathartic such as Epsom Salts. Persons trovbled with constipation should try to determine 
what laxctive helps them most, and then be governed accordingly. 


MEDICINES ON HAND. Please count the medicines you have on hand and show the exact number of each kind below: 


Fee RO cernttntinens Cll Or, ee en ee 


IMPORTANT! If patient tokes a smaller quantity of medicines daily than the amount given in the directions, please explain 
opproximately how many doses are missed, and why. Such information gives us a better understanding of the case. (If the 
patient eses more medicines than directed, please explain-why and state at what time the extra doses ore token.) 





MEDICAL STAFF 


W. V. Kelly, M.0. WESTERN MEDICAL CORPORATION 


J. J. Hennessy, M.D. 5-42 ERS OAD 
E. S. Hottinger, M.D. “a 2 weer e ee 


Harry L. James, M.D., Chief of Staff CHICAGO 9, ILLINOIS 
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Senator Smiru. May I ask one or two questions? 

Senator LeHMan. Yes. 

Senator Smiru. I would like to ask you, Mr. Creevy, how an organi- 
zation like this originated, and whether there are any other fields of 
medicine where organizations similar to yours are operating. In other 
words, are you a unique organization in ‘the field of health? 

Mr. Creevy. There are several other very small organizations per- 
forming the same functions that we do. 

Senator Smiru. Concerning epilepsy or other forms of disease 4 

Mr. Crervy. I only know of those in the field of epilepsy. I do not 
know of any others. There may be; I do not know. 

Mr. Nasu. My name is John A. Nash, attorney, of Chicago. I am 
familiar with some other concerns. 

In the field of asthma, I have known of and represented a concern 
that employs physicians who receive symptom blanks and send out 
medicine in the same way. So, I think there are a number of other 
diseases which are treated in the same manner. ; 

Senator Lenman. What objection would your company have, Mr. 
Creevy, if it were required that the patients who have been under the 
treatment of a local physician have a prescription for your particular 
treatment just as the patient would have to get a prescription if he 
went to a drug store to get phenobarbital? The prescripion would 
unply that the physician had examined the patient and that the patient 
was a straight, bona fide epileptic case. 

Mr. Creevy. Senator, I feel that the evidence that we can present, 
the thousands of letters we have received, indicates that the local physi- 
cian has previously had an opportunity to satisfactorily use the same 
drugs that we prescribe and has not done so successfully. 

If the local doctor would prescribe the medicines that our physicians 
prescribe, in the same dosages, at the proper time, and in the proper 
amount, there is no doubt but that the epileptic seizures would be 
controlled as well. 

Ilowever, if this were done through a local physician, it would be 
far more costly for an epileptic to obtain satisfactory treatment. As 
indicated previously, he would have to pay the cost of the office call, 
the fee for filling the prescription, the transportation to and from the 
local doctor’s office, and absence from his daily chores, all of which are 
eliminated by our practice. 

Senator Smrru. Assume that the patient has been doing that for 
some time. The doctor, presumably, ought to know the great success 
you have had with your work, since it is an asset, as you have implied 
here, having treated 150,000 cases. The medical profession should 
know about it. 

Why would not the doctor s say, “You take this treatment,” and then 
pro\ a the patient with the prescription for that treatment ? 

Mr. Crervy. It would be satisfactory for us to obtain the local 
doctor’s S di agnosis of e pileps, y. 

Senator Smiru. I am just raising that question, Apparently you 
object to any examination of the patient. It does not seem to me that 
that is quite reasonable. 

Mr. Crervy. We do not object in any way to an examination of the 
patient. That is not correct. 

Dr. Keiiy. Pardon me for trying to give you the information that 
you possibly wish. In many instances the patient wants to know 
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whether the local doctor cannot take charge of the case and prescribe 
the medicines. We say that that is very satisfactory to us; and in 
hundreds of cases of epilepsy, where the patient is ill with other dis- 
eases, such as pneumonia or whatever it may be, where the patient 
should be under the care of the local physician, the local physician 
is given a record of exactly what medicines are to be used and the 
dosages. 

On numerous ‘oceasions, when the local physician prefers to take 
charge of the case, he has had that opportunity. 

I don’t know exactly what your question is, but there is no objection 
on our part to the local physician being provided with the exact dos- 
age in the type of medicines. The local physician can prescribe those 
medicines and have the patients obtain them at the local drug store. 
But then we cannot regulate the case, because there may be dosage 
changes. Certainly we do not attempt to regulate the dosage of medi- 
cine in the case of a patient with pneumonia or some other disease 
like that. 

Senator SmirH. What troubles me is this: You have had this great 
success, with 150,000 cases, and with thousands of people ordering 
this treatment. Those people must have all had a local doctor in the 
course of their medical history. 

What I cannot understand is why that local doctor would not know 
of this thing and say, “I am sorry T haven’t been able to help you, but 
I am recommending so-and-so.” and then have the patient get the 
phenobarbital from this corporation. 

Mr. Creevy. We have had many instances of that, Senator. We 
have on record a great many cases, 

Senator Smrrn. I am wondering why that would not meet your 
objection to this portion of the bill. 

Mr. Creevy. I would prefer to have Dr. Kelly answer that. The 
reason for that would be that the dosage may change according to the 
patient’s progress and condition. That would make it a matter of 
putting the patient practically under the control of the local phy- 
sician, with the attendant expense. 

Senator Smirn. I am not suggesting that. I am suggesting that 
if the local physician has done his best and has not succeeded but has 
heard of this wonderful work done by this company, and if he says to 
the patient, “I am going to recommend this treatment,” he can give 
the necessary prescription to the patient to get the drugs that your 
company provides. The difficulty seems to be that there is this danger- 
ous drug, apparently, that you are dealing with, and there is no way 
of controlling the situation. 

Dr. Ketiy. Lam not clear as to just what your question is, Senator ; 
but I will try to answer it in this way. We have numerous patients 
who are embarrassed by that very fact. They are under the care of a 
local physician. ‘These are physicians to whom we send the medicines, 
and the medicines are given to the patient. 

Our only objection to having the physician every time send us a 
certified statement that the patient is an epileptic and has been under 
his treatment would be to the embarrassment of the patient and the 
physician. 

Senator Smirn. I am suggesting that a doctor may say, “I cannot 
deal with this case, but here is a concern that has had 1: 50,000 SUCCESS- 
ful cases, and I think you should try that treatment.” Any fair- 
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minded doctor should hesitate not to do that if he were satisfied that 
your treatment was getting the results you claim for it and which 
these messages testify to. 

Dr. Ketiy. We have numerous doctors who have done just that. 
We have letters from doctors who are distracted by patients who want 
treatment. They call at their office. They have written letters stat- 
ing, “I hope you will be able to help the patient and that the patient 
will be satisfied.” 

Why the other doctors do not do that, if that is what you mean, 
Senator, is a question that I do not know how to answer, and which 
I could not answer. Possibly I do not understand your question. 

Mr. Creevy. Senator, I do not believe most doctors would readily 
admit that they had failed in treatment, and they would hesitate to 
recommend treatment by mail unless we were given the opportunity 
to state our treatment to them. 

The thousands of letters that we have received in the last few days 
almost in every case indicate that the medicines given by the local 
physician have failed to adequately control their attacks. 

We feel that since the Food and Drug Administration has found 
instances of abuse of our medicines, we would be willing to obtain a 
confirmation of the diagnosis of epilepsy from a local physician before 
prescribing any medicines for our prospective patients. 

Senator Sara. If you are willing to do that, why do you object 
to these words ? 

Mr. Crervy. Because of the interpretation of the Food and Drug 
Administration, sir. It contends that our physicians would have to 
make the examination and that before a prescription could be refilled 
our physicians would have to make another examination. That would 
be utterly impossible under our method of treatment, as we treat 
patients in California, in Maine, and elsewhere, as well as in Illinois. 

Senator Smirn. Let me get back to my first question. How did this 
particular method of treatment originate? What is the history of 
your concern? You said that you began operation in 1921. Who 
began it and what was the reason behind it ? 

Mr. Creevy. The company was begun under the direction of my 
father and a physician registered to practice in the State of Illinois 
with the intention of controlling epileptic attacks. It started off in 
a small way and it has grown and been improved in every way since 
that time. It is now performing the original function that was 
started in 1921. 

Senator SmirH. You see, you present a difficult case to a mere legis- 
lator like myself. I do not know how Senator Lehman feéls about it. 
But here you have a concern that is incorporated for the purpose of 
doing a business of this kind. You have an admitted income of about 
$100,000 a month. That is about $1,200,000 a year. 

Mr. Creevy. That is not correct, sir, because of the many reduced 
prices that we give. 

Senator Smrru. I mean that a fair estimate is somewhere in that 
neighborhood. It is an enormous income coming from this kind of 
service, and it is totally different from any medical practice that I have 
ever run into. I speak from experience because my father was a 
doctor. 

If he had a difficult case, and needed a specialist, he never hesitated 
to send the patient to the specialist. 
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On the other hand, many other doctors sent their patients to him. 
He was a heart specialist, and in the field of heart trouble younger 
doctors sent their patients to him. There was no hesitation about get- 
ting the best treatment and advice in a difficult case. 

My question to the doctor was what would be the objection to having 
the local physician, if he finds that he cannot deal with the patient, 
saying, “Here is this concern that has done this wonderful job, and I 
am going to turn you over to them.” 

Mr. Crervy. Because most local physicians do not know about us, 
and if they do, it would be impossible for us to tell what their opinion 
might be without first giving us an opportunity to describe our method 
of oes atment to them. 

[ admit that when a business of this type is first mentioned, it seems 
questionable; but we feel that it is justified because of the precautions 
we do take and because of the precautions we are willing to take if 
necessary in the future. 

The overwhelming evidence that we have successfully treated severe 

cases of epilepsy, cases that were not treated successfully under local 
conditions, we feel fully justifies our existence in the field. 

Dr. Ketiy. Pardonmea moment. If I may, I would like to attempt 
to answer the question. 

There might be the example of a man at the head of a State institu- 
tion stating ‘that he would prefer to have us take care of his patients, 
but that would be an impossibility. I do not think I would have to 
tell you why that would be impossible. ‘There are numerous reasons 
why that would be impossible. 

We have had numerous telephone conversations with and letters 
from practicing physicians. We get some that are very aggravating 
to start with, but when they learn our attitude many times their at- 
titude changes, too. They are surprised that we do anything other 
than put phe nobarbital into a box and send it out. 

But our association, again, is one that they do not care to mention 
or say anything about. They certainly feel that it would not be 
approved by the American Medical Association. 

The problem comes down to this: It is like your father practicing 
as a specialist. Many of these men are not to be blamed because 
they don’t know the best and the safest thing to do for an epileptic 
patient. There are many diseases that I would not attempt to treat 
and expect to treat the patient for and give him satisfactory treatment. 
But, at the same time, I would not want to send such a patient some- 
thing I considered harmful to him insofar as I could determine. 

There is no reason to suspect that an intelligent man who would 
have an opportunity to study the history and the reports and to see 
hundreds of patients personally in his office and to read practically 
everything that can be found that has been written on medicine and 
drugs in the treatment of epilepsy would be ignorant on the subject. 
But the man in the country who has a family to take care of and 
children to raise and babies to support and who has practiced medicine 
and maybe has not had a very good pene to study epilepsy, 
and who is getting along in years, cannot be expected to do always just 
what should be done for a particular condition or as well as could be 
done under other circumstances. 

Senator Leuman. When you substitute yourselves for the local 
doctor, is it fair to assume that that patient is no longer under the 
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supervision of a medical practitioner? Supposing he writes in to 
you that he is not getting along very well. You have described that 
procedure in your statement. Let us assume further that some of the 
symptoms he describes indicate that there are complications. I am 
not a medical man, so I cannot mention what particular complications 
might result. There might be diabetes or pneumonia or something 
else. 

Now, what do you do under such circumstances ? 

Dr. Ketiy. In the cases where we consider the thing is serious, we 
either call by long distance or wire. 

Senator LenMan. Supposing it is not immediately serious. Sup- 
posing there are indications of a diabetic condition. 

Dr. Ketty. We do not permit anything to be said excepting that that 
patient should immediately place the case under the care of a local 
physician. 

I do not know whether I am answering your question, exactly, but I 
do want to answer it. 

Senator Leuman. Do you do that immediately and then discontinue 
your treatment ? 

Dr. Keniry. We do not always discontinue our treatment. We 
advise that under no circumstances should the patient attempt to 
take the medicines without advising the local physician of what he is 
taking. We tell him to show the local physician the dosage, to show 
him our labels, the contents of the medicines, and to permit the local 
doctor to regulate the dose, or permit him to prescribe other medicines, 
whichever he cares to do. 

Due to habit forming labels, skin rash labels, and so forth, we have 
many patients who immediately want to know that before they take 
the medicines. The minute that any minor complication, such as a 
cold, occurs, we are written, wired, or called. We always explain to 
the patient that the local physician should be consulted. 

Senator Lerman. Mr. Nash has stated that he knows of some other 
concerns similar to yours dealing with asthma. It may very well be 
that there are still other concerns dealing with a number of other 
diseases, 

Now, if an exemption is granted, what is to prevent one or all of 
these concerns, you or any others—and I do not say you would do it- 
from dispensing any kind, almost any kind of drug by mail? 

Dr. Keuiy. There would be nothing I would know of, Senator, to 
prevent that. The only facts that are of most importance are what 
they have done in the past. They would probably continue to do that 
in the future. 

Mr. Nasu. Asa matter of fact, Senator, the present Food and Drug 
Act would preclude the sending of certain medicines through the 
mails, in this sense: Some medicines cannot be adequately labeled— 
and this is the position of the Food and Drug Administration 
unless they are sold on the prescription of a physici ian. If the diag- 
nosis is made by the corresponding concern, the mail-order concern, 
they are not entitled to the exemption which had been given under 
the law, and they would have to attempt to label the medicine. 

It has been my understanding that the Food and Drug Adminis 
tration would regard drugs which are dangerous as incapable of being 
properly labeled, and, therefore, that would be an offense : against the 
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Food and Drug Act, and the concern will be made to discontinue the 
practice. 

The concerns that I am concerned with have not used medicines that 
are in the narcotics class. They have used others, so that this legis- 
lation would not affect them to any degree. 

Dr. Keiiy. Mr. Chairman, I think that in some instances most of 
the effort is being made to do nothing but make money; and in those 

cases, there is very little of anything sold to the patient that would 
be harmful. It is easier to send something that would not be harmful. 
A man would be unwise to send a harmful drug to a patient when he 
could get the same amount of money from him by sending him water 
if he were that kind of operator. 

Senator Leaman. Senator Smith, do you have any other ques- 
tion ¢ 

Senator Smirn. IT am confused about why a company like this 
which, according to the testimony, has been in existence so long and 
has been doing such a wonderful job, should not be used by doctors 
who have been bafiled by epileptic cases and why you should not 
have some evidence of some doctors somewhere sending cases to 
you. 

Mr. Creevy. We have such evidence, sir. 

Senator Smirn. Will you put some of that in the record? I think 
it would be very helpful to have evidence in the record that the pro- 
fession looked upon your treatment with favor. 

Mr. Crervy. I have a letter right here from a physician, which I 
would like to read into the record. 

Senator Smrru. Will you give us an example of one. 

Mr. Creevy. The letter is as follows: 


JuLy 19, 1949. 


Dear Dr. JAMES: One of my patients, Mr. Carl Burkle, came in to see me 
recently He has been an epileptic since birth, and I have seen him with 
petit-mal seizures on several occasions in the past. 

He informs me that the medication he has been taking which was procured 
through you, has been especially effective in controlling his seizures. In fact, 
he has had no seizures during the past year. 

I have another patient on whom surgery is contemplated in the near future. 
She, too, is an epleptic of long standing, and I would greatly welcome any 
information or literature which would be of any help to her. 

Her present regime of dilantin and phenobarbital has not been very satis- 
factory. 

I shall be very happy to refer your name to this patient so she too may try 
your medication, and perhaps you can help this poor girl obtain better health. 

Fraternally yours, 
Jack Hooceruyper, M. D., 
Grand Rapids, Michigan, 


Dr. Keuiy. I can give you another example of those things. Phy- 
sicians will call from hospitals where patients have been without 
medicines. 

There is the question of the patient’s status, whether the patient 
had a skull fracture or is an epileptic. Information is sought from 
the patient’s relatives. ‘The physician is very anxious to know what 
to give a patient and what to do and what medicine the patient has 
taken. 

Well, I don’t think those men care to have their names mentioned ; 
that is, any physician in a case like that. 

92363—52——14 
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For example, I can think of a » atient whose attacks were con- 
trolled for a long period of time by 4 grains of phenobarbital. This 
patient was admitted to a hospital with convulsant seizures. The 
doctor who took care of him was attempting to control his attacks 
with dilantin. In my judgment, that man at that time needed any- 
where from 8 to 10 grains of phenobarbital to control his attacks. 
The action of the dilantin cannot be expected to hurriedly offset this 
man’s difficulties. 

Well, we cannot explain why we have calls and letters and questions 
like that. We do not want to imply that the other man does not 
know what he is doing. But I am sure that every man in medicine 
does not know how to handle every type of case that comes up in 
every field. The honest man, even if it is us, prefers to call and 
find out. 

Senator Leuman. Senator Hill, any questions? 

Senator Hiti. No questions. 

Senator Lenman. Mr. Sneed, any questions ? 

Mr. Sweep. Yes, Mr. Chairman. 

Will you tell us, for the record, where your concern obtains its 
supplies of phenobarbital ? 

Mr. Creevy. Yes. We obtain them from the Brunswick Labora- 
tories in the city of Chicago and the Strong-Cobb Co. in Cleve- 
land, Ohio. 

Mr. Sneep. Do those two firms furnish your entire supply ? 

Mr. Creevy. [ am quite certain that that is correct. There may be 
another concern. If so, it would be supplying only a very small por- 
tion of the phenobarbital. It would be located in the city of Chicago. 
J will have to check my records to be certain of that. 

Dr. Ketiy. Mr. Chairman, many of the questions which we have not 
been able to answer fully have been due to the fact that we did not have 
much time to get the facts together and the information that might be 
requested. 

Senator Lenman. Well, we are going to keep the record open for 
about a week, so if there is anything you wish to submit to us, why, 
it will be included in the record. 

Mr. Creevy. Thank you very much. 

Mr. Merxiesoun. Do I understand your point to be that you did not 
have adequate time because this language was not included in the 
House bill? 

Mr. Creevy. No. We did not feel that it was necessary for us to 
prepare any testimony until we were told by the Food and Drug Ad- 
ministration that this language was intended to put us out of business. 

Mr. Merxresonn. Were you aware of the fact that the phrase in 
question was included in the bill as it went through the House? 

Mr. Crervy. Not before I went to the Food and Drug Administra- 
tion to find out the exact meaning of the phrase. 

Mr. Merkiesgoun. But your prepared statement says that the origi- 
nal House bill, H. R. 3298, and its original companion bill in the Senate 
did not contain this chiectione able langu: ge. 

Mr. Creevy. That is correct. 

Mr. Merktesoun. I would like to read from the original House bill 
introduced on March 19, 1951, the following sentence: 

This exemption shall not apply to any drug dispensed in the course of the 
conduct of a business of dispensing drugs pursuant to diagnosis by mail-or other- 
wise without examination of the patient. 
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Mr. Creevy. I believe, however, Senator Humphrey explained on 
Tuesday morning that he submitted a bill which was withdrawn 
shortly afterward. That is the bill which we state did not contain 
that language. 

Mr. Merxirgoun. I simply wanted to clarify your statement be- 
cause I think it was origin: ally in the House bill. 

Senator Leuman. For the sake of the record, I wish to state that 
the date of this hearing was set several weeks ago. Due notice was 
given to everyone. 

Mr. Creevy. Yes, sir; but we did not feel at that time that it would 
be necessary for us to appear. 

Senator Lenman. Well, this provision was in the bill at the time 
the hearing was set. ‘There is no question about that. 

I want to place in the record at this time a statement to which Sen- 
ator Neely has already referred, a statement prepared by the Food 
and Drug Administration. 

Mr. Larrick, do you wish to add anything to this? 

Mr. Larrick. I believe that covers it, sir. 

(The statement referred to is as follows:) 


MEMORANDUM RE WESTERN MEDICAL Corp., CHICAGO, ILL. 


Robert J. Creedy, vice president of the Western Medical Corp., of Chicago, IIL, 
is scheduled to appear before the Health Subcommittee of the Senate Labor and 
Public Welfare Committee on September 13. 

The firm treats epileptics by mail. The principal medicine which they sell is 
phenobarbital, which is one of the sleeping pills. They fill upward of 175,000 
orders per year, and since each order costs $5, their business amounts to more 
than $750,000 annually. They do no‘advertising in the conventional sense. New 
customers are obtained when one epileptic recommends the medicine to another, 
and patients who use the drug frequently send in the names of other individuals, 
and the firm then sends a series of promotional letters. 

The firm sends the prospective customer a questionnaire which deals with the 
patient’s symptoms. Four physicians whom they employ determine from these 
questionnaires how much phenobarbital to send and what other medicines they 
think are indicated. A 1 month’s supply of medicine constitutes an order. An 
average patient receives 3 grains of phenobarbital per day ; thus a month’s supply 
involves 90 grains. Some customers receive as much as 7.5 grains per day. These 
patients would receive 225 grains of phenobarbital at one time. 

Unquestionably some epileptics are benefited by the treatment in the sense 
that their epileptic seizures are kept under reasonably good control. 

This method of distribution of the habit-forming and dangerous drug pheno- 
barbital is in the opinion of the Food and Drug Administration contrary to the 
publie interest. The serious and growing abuses of sleeping pills is a matter of 
common knowlelge. This firm operates a business in such a way that any addict 
can fill out a questionnaire citing the typical symptoms of epilepsy and thereby 
receive very large doses of this dangeros drug. 

Investigation of a woman in Concord, N. H., disclosed that she had taken 
phenobarbital supplied by the Western Medical Corp. for some 3 years. When 
a physician saw her she appe ared to be in a daze or semicoma. She informed 
her physician that for the past 3 years she had been sleeping most of the time and 
had slept 14 to 16 hours per day. She was unable to do her house work, and 
it was necessary for her to return to her mother’s home and break up her own 
home. Her physician substantially reduced the doses of phenobarbital, and the 
woman was then able to live a reasonably normal life. 

A woman in Jackson, Tenn., was jailed twice on the charge of intoxication. 
Investigation disclosed that she had taken an overdose of phenobarbital supplied 
by this corporation. 

The United States marshal’s office in Utah reported to us that a man had died 
in the county jail from the effects of an overdose of phenobarbital received from 
Western Medical Corp. Other inmates of the jail reported that he had taken 
eight capsules the evening before his death. 
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A physician in Bluefield, W. Va., informed us that a man there is a confirmed 
phenobarbital addict and that he obtains his habit-forming drug from this firm 

An Arizona State medical social worker complained to the Food and Drug 
Administration that the use of phenobarbital furnished by the Western Medica) 
Corp. interfered with their treatment of a 19-year-old epileptic boy. 

The mother of a 22-year-old woman in Ohio stated that before her daughie: 
had taken all the tablets in the first treatment she became drowsy, mentally 
confused, and irritable to the point that she would make offensive statements 
to her friends and relatives. The mother reported that the same reaction occurred 
when her daughter tried a second 30-day treatment. <A local physician prescribed 
phenobarbital in substantially smaller quantities and the woman's epilepsy was 
brought under reasonable control. 

A woman in San Antonio, Tex., committed suicide with an overdose of West 
Medical Corp. phenobarbital following an argument with her mother. 

A woman in Alabama consumed excessive quantities of phenobarbital from 
Western Medical Corp., slept most of the day, and became an addict. 

A 35-year-old man was arrested by the police in Little Rock, Ark., who believed 
him to be drunk. They discovered that he was under the influence of pheno 
barbital supplied by the Western Medical Corp. The University of Arkansas 
clinic undertook treatment to cure the man of his barbiturate addiction, 

The Arkansas State Board of Health reported to the Food and Drug Adminis 
tration the case of an addict who obtained phenobarbital from Western Medical 
Corp., by sending in a questionnaire intended to create the impression that sh 
was suffering from a nervous disorder. She had been taking the treatment for 
approximately 6 months when admitted to the State free clinic to be treated for 
barbiturate addiction. 

A woman in West Virginia died in a local hospital after consuming several 
handfuls of 3-grain phenobarbital tablets obtained from Western Medical Corp 

A woman in Reno, Nev., was rushed to a local hospital for treatment for pheno 
barbital poisoning. She had attempted suicide with the drug received from 
Western Medical Corp. 

A man was arrested at the Nashville, Tenn., bus terminal because he was 
“doped.” He had a supply of the Western Medical Corp. medicine and stated 
that on a trip he had taken an excess of tablets and hed passed out when he was 
arrested. 

A phenobarbital addict in Detroit, Mich., while under arrest by the Detroit 
Police Department, admitted that he was not an epileptie but that he had obtained 
phenobarbital from the Western Medical Corp. for many years. 

A physician in Colorado reported that during the period of a year he had 
had two patients who suffered from epilepsy, both of whom had been made 
stuporous as a result of continued overdosage of phenobarbital purchased fron 
Western Medical Corp. 

A coroner in Pennsylvania reported to us the death of an epileptic from an 
overdose of phenobarbital received from Western Medical Corp. 

A young man in New Jersey, undergoing treatment in a United States naval 
hospital, was found in a coma in his room by his landlady, who called the loca 
police. He was a victim of phenobarbital poisoning, and the phenobarbital was 
obtained from the Western Medical Corp. 

The mother of a 14-year-old boy in Maine discontinued the treatment of her so1 
by a local physician and substituted Western Medical Corp.’s treatment. ‘Iw 
weeks after starting the mail-order medication the mother noticed that her so 
seemed tired all the time. Soon thereafter his school teacher sent the mother : 
note saying that the boy was not doing well in school and that his grades had 
dropped from A’s and B’s to mostly D’s. The boy’s school tencher reported that 
whereas the boy had previously been alert and had obtained good marks, duri! 
the time when he took the Western Medical Corp. phenobarbital he appeared i» 
a daze and did little or no studying. 


(After the close of the hearing the following “Reply of the Wesiei 
Medical Corp., to the unsupported charges of the FDA” was submitted 
by the witness :) 


THE REPLY OF THE WESTERN MEDICAL Cokrp., TO THE UNSUBSTANTIATED (C 
OF THE FDA 
The Western Medical Corp. wishes to register a protest against the Food and 


Drug Administration in regard to the methods this agency has employed agains! 
us. We have been shocked to learn that a bureau of the United States Gover! 
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ment would so insidiously attack a law-abiding company such as ours in an open 
hearing before this committee, when at no time in the past has any agent of the 
Food and Drug Administration protested or objected to our method of treating 
many thousands of unfortunate epileptics. We charge the Administration with 
attempting to have the phrase, “or otherwise without examination of the patient” 
(p. 3, line 5, of H. R. 8298), become law without informing the Congress of its 
purported interpretation of the language. The FDA did not give its true inter- 
pretation of this language at any time during the hearings in the House of 
Representatives. As a result of this failure of the FDA to present its interpreta- 
tion, the House report states the added language “follows the existing law.” 
Obviously the FDA does not believe this to be true as this agency has informed 
the Western Medical Corp., that the phrase, “or otherwise without examination 
of the patient,” is intended in its opinion to put us out of business. Apparently 
the Food and Drug Administration also intended to avoid reporting its interpre- 
tation of the language in question to the committee holding hearings on the 
bill in the Senate. No mention of this language was made in the prepared state- 
ment of Mr. Larrick, and if Senator Ives, of New York, had not inquired about 
the meaning and purpose of the language, we believe the subject would have 
been overlooked entirely. We believe that as American citizens the 21,000 epilep- 
tics we are treating, the management of the Western Medical Corp., and our em- 
ployees deserve more honorable treatment from the Food and Drug Administra- 
tion than we have thus far received. 

In addition, we protest against the way in which the Administration brought 
its unsubstantiated charges to the attention of the committee. it should be 
noted that the committee was given the list of unsubstantiated charges by the 
Food and Drug Administration only a few moments before our prepared testi- 
mony Was started. Under such conditions it is not surprising the committee 
may have believed some or all of the charges to be authentic, as suflicient time 
was not available to point out discrepancies in the charges reported. Fair play 
is a long-established, honorable American tradition. We submit that the wit- 
ness Of the Food and Drug Administration violated this basic principle 

The charges of the Food and Drug Administration are indeed vague and 
unauthoritative. It should be noted that these charges are apparently in most 
cases the result of hearsay testimony instead of substantiated facts. The 
charges do not contain actual names, addresses, dates, or any other pertinent in- 
formation which we believe the Food and Drug Administration must present 
and prove authentic before any of its charges against us can even be given 
consideration by the Congress, Certainly such charges would not be admissible 
in court. 

The Western Medical Corp. requests that the charges be ignored until the 
Food and Drug Administration submits more concrete evidence, if it is able 
todo so, Even in the event the Food and Drng Administration is able to provide 
some names, addresses, and dates pertinent to some of the cases cited, that cer- 
tainly would not mean the charges can be substantiated as fact. It is our con 
tention the true facts, if and when they become known, would clearly show 
that the charges against us, for which we could be blamed, are completely 
unfounded or else so insignificant as to be rejected as serious claims. 

\ factual example demonstrating an obviously incorrect claim of the FDA 
may be seen in the charge that a prisoner in a Utah County jail committed sui- 
cide with our medicines, by taking eight phenobarbital capsules at one time. 
This claim is utterly ridiculous simply because the Western Medical Corp. has 
never in 30 years’ time provided phenobarbital in capsules. We ask the com 
inittee to carefully consider the inaccuracy of this charge. 

The claims of the unnamed individuals who supposedly reported that our 
reatment caused drowsiness or irritability when first instituted are, to the 
physician specializing in epilepsy, not cause for alarm. If the Administration 
ares to give us the names of these people we are very confident that our records 
of these cases, if actual, show that in each instance the complaints were handled 
instantly and intelligently. This particular type of charge indicates that a 
lack of true knowledge of the treatment of epilepsy is causing the Food and 
Drug Administration a great deal of difficulty. In the treatment of this mys- 
terious disease it is many times impossible for any doctor anywhere to prescribe 
the most suitable combination of medicines in the initial treatments. Any per- 
son who would deny this is unqualified to say the least. In view of this, it must 
he noted that in many cases whether treated by us or any other physician any- 
Where, nonserious complaints are frequently reported during the first and seec- 
end months of treatment. 
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“Drowsiness is common at the start of the treatment but this disappears wit) 
continued use of the medicine in the majority of patients, and it is only oc 
easionally necessary to discontinue this treatment because of its persistence” 
(Therapy in Epilepsy, by H. Houston Merritt, M.D. From Wisconsin Medica] 
Journal, presented before the one hundred and sixth anniversary meeting of the 
State Medical Society of Wisconsin, Milwaukee, October 1947). 

Whenever drowsiness is reported, we have standard procedures of treatment 
changes and adjustments which in almost every case provide immediate and 
satisfactory relief when the patient or supervising individual is cooperative jp 
following our doctors’ instructions. If the cases cited in the report are actual, 
it is our wish to check them carefully, if the names, addresses, and dates ¢a) 
be made available so we may demonstrate that absolutely no harm was don 
these people and that, if our suspicions are correct, failure to follow instructions 
had occurred. 

In regard to the supposed irritability reported, it may be explained that this 
reaction could be due to the fact that all attacks had been controlled. It is 
an accepted medical fact that some epileptics become more irritable in disposi 
tion when attack control is improved. This definitely can occur regardless of 
the type of medicine used. So that there will be no misunderstanding it should 
be noted that many epileptics become more cheerful when attacks are stopped 
or reduced in frequency and severity. In fact, there are certain patients wh 
may be extremely irritable at all times when having attacks, who display perfect 
behavior when seizures are suppressed. This particular problem is, we believ« 
very adequately handled by our physicians who have known every type of pos 
sible epileptic case and who perform no other service in the medical field. W 
reject this objection of the Food and Drug Administration as there is no doubt 
the fine line between irritability and maximum attack control, just short of 
the irritability threshold, would have been shortly determined by our physicians 
if the patients had cooperated and reported properly. We also question the 
accuracy of these particular charges. Under the existing conditions, we fa 
to see how they can be given consideration. We would like to point out that 
in past years several minor complaints have been reported to us; however 
investigation proved that the people involved had never at any time taken our 
medicines. 

The charge that we have interfered with an unnamed State medical socia 
worker in the treatment of an unnamed individual’s case is considered by us 
to be entirely false in every respect. In any case when a local physician or 
welfare agency expresses a wish to take charge of a case we immediately 
cooperate without exception. In fact, we would in these rare instances provid 
the local physician with a full report of the patient's progress while under our 
care for the treatment of epilepsy, and also give a full report regarding the co 
tents and dosages of all medicines our physicians had prescribed. We emphati- 
cally deny this charge of interference. 

The charges contain several references to unnamed pesons who were arrested 
on suspicion of being intoxicated. These people, according to the report, wer 
not drunk, but instead had supposedly taken overdoses of medicines supplied 
by our firm. Since no pertinent facts such as names, addresses, and dates ari 
given we cannot accept these charges as being true. However, even in the event 
these people were actually patients of ours and were actually arrested for a 
parent intoxication, we deny the charges because of the following importin' 
possibilities : 

It is common in epilepsy for a patient to act as if intoxicated for a lengthy 
period of time subsequent to a severe seizure. Also, there is a specific type of 
epileptic attack in which the victim behaves as would a drunkard for an extend 
period. A series of consecutive petit mal spells could also be responsible for 
conduct similar to intoxication. Simply because these people, if the report is 
correct, had medicine from us (or any other physician) in their possession, does 
not mean that any overdoses had been taken. 

Many epileptics have been arrested for drunkenness, though not actually 
intoxicated or overdosed, simply because the ordinary policeman would not and 
cannot be expected to recognize these bizarre occurrences well known in epileps! 
Before these charges could be given any credence, proof and scientific medical 
tests had been performed to determine if overdoses had been taken must >i 
produced. In regard to such charges, our physicians would make exhaustive 
investigations of all police records involved and medical procedure performed. 

Frequently, an epileptic is given a warning of impending attacks known as a! 
aura. When such warnings occur it is often advisable for the epileptic to im- 
mediately take an extra dose of a quick-acting anticonvulsant such as phen 
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barbital in an effort to abort a violent convulsion. Anyone who has ever seen 
a severe grand mal epileptic convulsion, we are sure, would fully approve of 
temporary extra doses of medicine intended only to prevent the occurrence of 
an attack or a series of attacks which, if not aborted, could cause skull fracture, 
loss of teeth, badly chewed tongue, not to mention the social and business injury 
dramatic convulsions in public mizht incur. We ask, if the unnamed individual 
reported to have taken overdoses while on a bus going to Nashville, Tenn., was 
actually an epileptic taking any doctor’s medicine, could the physician be criti- 
cized if this patient took one extra dose and then more as a result of panic caused 
by fear of an oncoming tragic seizure? 

In regard to the charges of supposed addiction in three or four cases, we be- 
lieve the Food and Drug Administration must present substantiating facts, if 
any are available. It should be noted that phenobarbital is not habit forming 
in a narcotic sense. In regard to this portion of the charges, if the cases are 
actual, our physicians would again wish to know what medical examinations 
were performed and when and by whom. We will not accept these claims under 
the conditions outlined in the Food and Drug report. Please consider the fol- 
lowing medical report: 

“The sheet anchor of treatment remains phenobarbital. It has all the quali- 
ties of a good drug. 

“The great majority of patients do better when taking phenobarbital if it is 
skillfully administered (correct dosage) than when taking any other drug. Many 
fear phenobarbital, feeling that it causes mental deterioration, or that it is habit 
forming. I have never known it to become habit forming or to produce mental 
deterioration. I think this misconception has come from the fact that when 
phenobarbital was first used it was used with chronic epileptics who were 
having severe convulsions. It was the disease and not the medicine causing 
the deterioration.” (Delaware State Medical Journal, August 1950, K. M. Cor- 
win, M. D.) 

It must be remembered that we are treating a specific group of most un- 
fortunate people afflicted with the terrible disease of epilepsy. We are not 
prescribing our medicines for any purpose, under any circumstances, other than 
for the specific use of epileptics to produce control of their seizures, thus allow- 
ing many of them to enter the social and business worlds from which they 
had, because of dramatic convulsions, previously excluded themselves. The 
Food and Drug Administration claims to have knowledge of an individual non- 
epileptic in the city of Detroit who had taken our medicines. It should be 
observed that in this particular charge the Administration has again failed 
to give a name, address, or date. We cannot give any credence to this report 
until such time as the individual is produced and it is proven the man was 
never subject to seizures and our files show he has taken our treatment. In 
view of the extremely questionable accuracy of this and other claims of the 
Food and Drug Administration, we regret and believe it to be significant that 
Mr. Larrick, the Deputy Food and Drug Administration Commissioner, declined 
to subject himself to close questioning relative to the statement of charges 
against us when asked by Senator Lehman, of New York, the committee chair- 
man, if he wished to add any verbal testimony to his unsubstantiated written 
report which was submitted to Senator Neely, of West Virginia, only a few 
moments before our testimony began. It is our belief that cross-examination of 
Mr. Larrick would produce many weaknesses not at first glance apparent in his 
list of claims. 

We cannot understand the attitude of the Food and Drug Administration 
in regard to the Western Medical Corp., which has always been honest in its 
operations at all times. We feel that it cannot be stressed too strongly that 
our firm provides medicines for anticonvulsant effect and not for purposes of 
inducing sleep or providing relief for neurotic minds. Our control system, 
as attested by the limited and highly questionable evidence presented against 
us, has proven to be very effective in preventing nonepileptics from obtaining 
our medicines through fraud. Admittedly, our system has been constantly im- 
proved and we believe that our present controls make it far more difficult to 
obtain our medicines through fraud than it would be for an individual to obtain 
the same drugs from many other sources. We have succeeded in protecting 
the interests of the public in the past and see no reason why we cannot continue 
to do so. 

Under the provisions of the Durham-Humphrey bill, dangerous veterinary 
medicines are no longer required to bear the prescription legend, and pheno- 
barbital would be sold over the counter for treating nervous conditions of ani- 
mals. Anybody could obtain such a product in unlimited quantities at low 
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cost by simply going to a drug store and asking for it. When this and many 
other simple avenues of obtaining phenobarbital are open to all of the people 
it appears ridiculous for anybody not an epiletic to go to the trouble of learning 
the details of epilepsy, obtaining samples of prescription anticonvulsant drugs, 
and going to the very detailed and continuous operation of reporting regularly, 
simply to obtain our treatment fraudulently. 

The Food and Drug Administration claims that our treatments only reasonabl) 
control epileptic seizures. We would like to point out that our records con 
clusively prove that our doctors have been able to accomplish much more than 
the limited praise given by the Food and Drug Administration leads one to 
expect. A very large percentage of our cases have all attacks controlled under 
our method of treatment. Many others, while still experiencing some attacks, 
have had the severity and frequency of seizures reduced tremendously. A most 
significant fact is that we ordinarily do not have the opportunity to treat the 
type of epileptic who readily responds to anticonvulsants as such Cases are 
easily handled by most local physicians, even though such doctors are far too 
busy doing fine work in other fields to make a special study of epilepsy. Our 
patients are mostly those terribly unfortunate individuals whose cases are 
severe and have not responded to the treatments obtained locally. Under these 
circumstances, it is our contention that we have been doing a work that has 
greatly helped to protect the public health instead of endangering it as charged 

In less than 10 days’ time we have received over 15,000 letters from grateful 
patients and mothers and fathers of patients, expressing hope that the Senate 
will not in the future deprive epileptics of our aid. We are certain that if only 
a few of the letters we have received were read by the committee our request 
for deletion of the phrase, “or otherwise without examination of the patient,” 
would be granted. At the request of the committee, we will immediately produce 
all of these letters for examination at any time. 

Any suicide is indeed a grave and regrettable tragedy. In the 30 years of 
our business existence, medical proof that our medicines have been the cause 
of death in any suicide has been submitted to us only on one occasion. Our 
record in regard to this problem of society must be considered little less than 
amazing when it is noted that we have sent millions of supplies of our medicines 
for epilepsy to patients in every State in the Union as well as Canada, Mexico, 
Cuba, France, Italy, England, Germany, Arabia, and many other nations. Of 
course, 97 percent of our patients are citizens of the United States; however, 
the very fact that word of our work in epilepsy has spread throughout the 
world is sufficient evidence to establish the fact we have done much to improve 
the lives of a particular group of afflicted human beings. The people who ought 
to know if our methods produce excellent results are the epileptics themselves 
They are constantly bringing new cases to us for help. If the FDA believes 
our methods to be contrary to the public interest we suggest it make inquiries 
of our many patients who are good citizens and represent the section of the 
public directly concerned. If this were ever done, the FDA would be drowned 
in the flow of bitter criticism of any action intended to cut off our aid. We do 
not make exaggerated claims of medicial miracles, but we are doing a worthy 
work. 

The following is important and cannot be successfully challenged. In order 
to prevent all overdoses of medicines, which the FDA apparently expects, the 
medical profession would have to provide a policeman or a nurse for every 
patient taking medicine. There, of Course, is no practical way for any physician, 
short of constant supervision in a hospital, to eliminate the possibility of a 
patient taking overdoses in violation of directions. It must be admitted that 
many such violations of doctors’ orders occur daily throughout the country 
in the taking of medicines for any purpose. This is not the fault of the 
physicians who have prescribed the proper doses. Even if the few complete) 
unsubstantiated reports of overdosage of our medicines were true, we do not 
believe such claims would necessitate any drastic action against us. 

In regard to the possibilities of suicides, it is evident that one does not need our 
medicines to kill himself. Suicide may be accomplished by the ingestion of 15 
to 35 ordinary aspirin tablets at one time (Sollman, A Manual of Pharmacology) 
or through overdoses of any one of many other preparations which may be pur 
chased at the corner drug store without a prescription. Such preparations are 
commonly found in the ordinary home. If an individual determines to commit 
suicide, he can easily avail himself of the necessary means right in his ow 
home. If one of our patients should end his life through taking a tremendous 
overdose of our medicines, certainly it cannot be said that our medicines made 
him think of, and complete, the act. 
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We ask this question: Why doesn’t the Food and Drug Administration attempt 
to have a regulation enacted which would force physicians and druggists, who 
have dispensed drugs responsible for suicides and other abuses, to discontinue 
their professions? No doubt an immediate answer would be that the doctors and 
druggists, with only rare unintentional exceptions, are performing a fine public 
service, and in any case when such drugs are dispensed mistakenly because of 
understandable failure to detect the patient’s suicidal intentions, or because of 
the cleverly deceptive presentation of a fraudulent story on the part of a dis- 
honest person, it would be said that the doctors and druggists are not to be blamed 
because anyone, no matter how well trained, could be fooled. If such an explana- 
tion is sufficient for the many local problems reported, then we believe the very 
same explanation adequately protects us against the unsubstantiated claims of 
the Food and Drug Administration. If this explanation does not satisfactorily 
cover both of the situations cited, then we say the Food and Drug Administration 
should now be trying to pass a regulation intended to stop the sale of certain 
drugs by doctors and druggists in view of the fact that local sources on a propor- 
tionate basis of comparison are responsible for many more abuses than the three 
or four attributed by the Food and Drug Administration, without supporting 
facts, to our firm. 

Of course, it would be ridiculous to even consider the abolition of the legiti- 
mate local sources of drugs because of the tremendous good produced which 
immeasurably overshadows the limited, unintentional evil. We feel the same 
way about our business. We do not believe that the Food and Drug Administra- 
tion should attempt to force us out of existence because of the report presented 
to the committee. We ask you to balance the thousands of wonderfully helped 
epileptics on one side of the scale, and try to counter balance the other side with 
the few vague and unsupported charges against us. To us it seems like compar- 
ing a mountain to a feather. 

Please give consideration to the fact that most of our patients are from non- 
metropolitan areas where it is frequently extremely difficult to obtain the prompt 
and full attention of a doctor who has the time to constantly review the progress 
of an epileptic as our physicians do day in and day out. (We have on file a 
record of every word written to us by each patient we are treating and also a 
record of every word written by our physicians in reply. Our doctors do not 
have to trust to memory regarding past reports. It is impossible for the busy 
family physician to keep such thorough records.) Our patients, with few excep- 
tions, cannot afford to pay the expense of office calls, transportation, and drug- 
store prescriptions, not to mention lost time from employment. Our service 
means uninterrupted treatment which is absolutely essential in most cases of 
epilepsy. 

In conclusion, I desire to say that our industry is cognizant of the fine work 
the Federal Trade Commission and the Food and Drug Administration have done 
te improve the standards of safety and health for human beings. We in no way 
challenge the validity of, and the benefits which have been derived through, the 
laws passed by Congress. We are confident, however, that we are complying with 
both the spirit and letter of the legislation affecting our business. In so doing, 
we are giving special and expert aid and comfort to thousands upon thousands 
of epileptics who need and who are familiar with our treatment, We request the 
committee to strike from the bill the language on page 3, line 5, of H. R. 3298, 
“or otherwise without examination of the patient”—firmly and conscientiously 
believing that such action by the subcommittee will be a humane act, in keeping 
with the best interests of the 21,000 epileptics depending upon our company for 
relief. 

In view of the fact that the Food and Drug Administration’s charges against us 
have been placed in the record and will be printed, we respectfully request the 
foregoing comments on these charges also be placed in the printed record. 


SUBSTANTIAL EVIDENCE IN SUPPORT OF THE USE OF PHRNOBARBITAL IN EPILEPSY 


[From Chicago Medical Society Bulletin, September 9, 1950] 


(Convulsions—Douglas Buchanan, M. D., professor of neurology, University of 
Chicago) 


The medicine which is most effective is still phenobarbital. Periodically medi- 
cines are produced which are hailed in the public press as the final answer to the 
whole subject to convulsions. As most physicians know only too well, such 
medicines seldom have any action as effective as phenobarbital. In order to be 
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effective the medicine used must not only prevent explosive discharge of 

grey matter but must continue to prevent attacks without any failure for a numn- 
ber of years. Some medicines other than phenobarbital will achieve the origina| 
part of this requirement but not the second. In practice it is often true that 
although Dilantin used in place of phenobarbital may as successfully prevent 
repetition of convulsions it frequently will not do this for a period long. enough 
to reverse the basic physiologic abnormality. Tridione has often the useful 
action of preventing minor seizures but it has the disadvantage that frequently 
the minor attacks are replaced by majors. Like other medicine, it has the dis- 
advantage that although the attacks may be spectacularly prevented for a number 
of months, in the end despite the continuance of Tridione they frequently return 


STATEMENT OF WALTER B. MARTIN, ON BEHALF OF THE 
AMERICAN MEDICAL ASSOCIATION 


Senator Lenman. The next witness is Dr. Walter B. Martin. Will 
you proceed, Dr. Martin? 

Dr. Martin. My name is Walter B. Martin, of Virginia. I have 
been practicing medicine in Virginia for a number of years. I am a 
member of the board of trustees of the American Medical Associ: ition, 
and I am appearing on the present bill in behalf of the association. 

I would like to present Dr. Stormont, secretary of our Council on 
Pharmacy and Chemistry, American Medical Association, and former 
medical director of the Food and Drug Administration. 

I would like to thank the committee also for the opportunity given 
us of presenting our views at this time. 

The substitute version of S. 1186 as introduced on July 5, 1951, i 
designed to accomplish several purposes. The bill would amend the 
Federal Food, Drug, and Cosmetic Act by expressly writing into law, 
provisions dealing ‘with the labeling and dispensing of drugs which 
may be sold on prescription, and drugs which may be sold “over the 
counter.” The Administrator of the Federal Security Agency would 
be given the authority to determine which drugs are unsafe and in- 
effective for use without professional diagnosis or supervision and 
thus to classify drugs into two groups on an arbitrary basis. The bil! 
also prov ides that a qualified prescriber of drugs may telephone a 
prescription to a pharmacist, provided the pharmacist promptly 
reduces the prescription to writing and files it. If the original 
scription was for a drug det ermined to be safe and effective for | ay 
use without medical supervision, the bill authorizes the druggist to 
refill the prescription without confirmation from the physician. How- 
ever, as to drugs which are habit forming or whieh are safe and effec- 
tive only after medical diagnosis and supervision, the bill prohibits 
the refilling of prescriptions without expressed written or oral author- 
ization by “the prescribing physician. 

On June i4, 1951, the board of trustees of the American Medical 
Association expressed their approval of the majority of the objectives 
sought by this legislation. This position was reaffirmed by the execu- 
tive committee of the board on August 4, 1951. The association sup- 
ports the provisions of the bill authorizing the filling and refilling of 
oral or telephone prescriptions. We also approve the restrictions 
pertaining to prescriptions for dangerous drugs. However, the asso- 
ciation is unalte rably opposed to the provisions of the bill which give 
the Administrator of the Federal Security Agency dictatorial power 
to decide which drugs must be sold only on prescription and which 
must be labeled for “over the counter” sale. The delegation of such 
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authority to the Federal Government is believed to be extremely dan- 
gerous and wholly unwarranted. 

Senator Smirn. Who makes the decision at the present time? 

Dr. Martrn. It is made by the drug houses who send out the drugs 
labeled according to the judgment arrived at by the individual doctors 
who prescribe the drugs. Many States have laws controlling the 
dispensing of dangerous drugs. 

It has been estimated that if this bill is enacted, it will be necessar y 
for the Food and Drug Administration to promulgate regulations 
classifying over 30,000 drugs, and thus to specify the manner in which 
they may be dispensed. The necessity for continuous reference to such 
a list and to current official regulations in this regard would place a 
tremendous burden on the average druggist. The immensity of the 
task would inevitably result in tec hnical violations, of no public health 
significance and would probably require the addition of numerous 
enforcement officials to police the procedure. 

A more basic objection to the provision in question is that it vests 
in the Federal Security Agency control of the drug industry and 
delegates to that agency the. power to determine the therape utic value 
of drugs—a decision which is a traditional and time-tested function 
of the medical profession. In this respect federally placed control of 
the drug industry, especially as to the effectiveness of drugs will result 
in unnecessary and undesirable control of the practice of pharmacy 
and the practic e of medicine. 

There is also pending before your committee another bill, H. R. 
298, which was passed by the House of Representatives on August 
,1951. This bill was amended on the House floor so as to strike out 

de provisions which would give the Federal Security Administrator 
power to classify prescription and nonprescription drugs, to which 
our objections are directed. 

The American Medical Association favors the enactment of H. R. 
3298 with one minor amendment. It is suggested that a period be 
placed after the word “sentence” on page 3, line 19, clause (b) (d) 
and that the following words beginning on line 19 and continuing 
through line 22 be eliminated : 

r any other statement which represents or implies that the dispensing of the 
lrug without the prescription of a licensed practitioner is prohibited. 
That would probably be clearer if I read the whole sentence. 


A drug to which paragraph (1) of this subsection does not apply shall be 
leemed to be misbranded if at any time prior to dispensing its label bears the 
aution statement quoted in the preceding sentence. 


Then he would strike out— 


rany other statement which represents or implies that the dispensing of the 
drug without the prescription of a licensed practitioner is prohibited. 


It is believed that this wording is ambiguous and unnecessary. The 
prohibition against the improper use of the caution legend included 
in the same sentence should provide a sufficient safeguard. 

Again, let me thank you for affording us the opportunity to present 
hese comments. 

Senator Lenman. Senator Hill, any questions? 
Senator Hitu. No; I think the doctor’s statement is very clear. 


t} 
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Senator LeuMan. We have had a good deal of testimony here sg 
regard to what is described as an objec tive definition as opposed to a 
administrative definition. 

Now, assuming that there may be a very definite question with re 
gard to the agency passing on the therapeutic value of drugs, is it not 
a fact that there is a considerable number of drugs as to which the 
question of their being habit-forming, the question of their toxicity 
and other potentialities for harmful effect is a moot question, and is 
in doubt ? 

Dr. Marrrn. Yes. 

Senator Lenman. If this is the case, does it not follow that there 
must be some agency, some authority, that can decide whether these 
harmful qualities of a particular drug actually exist or not? In othe: 
words, does there not need to be some authority that can decide 
whether it should be put in one classification or another ¢ 

Dr. Martin. That is very true, Senator, but here is the point. That 
can best be determined by clinical experience. A certain drug will be 
introduced. No amount of laboratory investigation may be able to 
determine the remote effects of that particular drug. From all appa: 
ent appearances, it is a harmless drug. The clinical experience of 
doctors all over the ¢ uals in the course of time will eventually show 
that that is a harmful drug. The doctors who are familiar with its 
usage and who see the effects of that drug will furnish the information 
as to whether it is harmful or not. 

We do not feel that any Government agency can sit down at any 
one time and classify drugs as to their harmful or nonharmful effec. 

Now, our council on pharmacy and chemistry of the American 
Medical Association is constantly engaged in the study of that very 
thing. The professional information disseminated throughout th 
profession is a far more effective way of controlling that. 

Senator Leuman. Well, manufacturer A may avail itself of wide 
clinical experience in the determination of the harmful properties of 
a drug. Manufacturer B may not have those facilities available or. 
even if he has them available, may not avail themselves of them, and 
he may put out a drug which may be harmful. 

Now, it seems to me that somebody has got to decide which drug: 
are harmful or not. 

Reference has been made to the objective definition, but nobody 
knows just what is meant by an objective definition which is ope 
ended on both ends. 

Dr. Martrx. Does not the Government have ample power now, 
they have the evidence that a drug is harmful, to bring action against 
anyone who dispenses or distributes that drug? 

Senator Lenman. Yes: but that is a slow and cumbersome process, 
because you have to bring action against each individual, according 
to the testimony that has been given here, and it is subject to appea 
An awful lot of damage might be done during the interim before a 
final decision is reached. 

I am trying to get information on that subject. I am open-minded 
on it,and I am sure that all of my associates are. 

I think Senator Smith has asked who would determine the’ effects 
of a drug. whether it will be left to the individual manufacture! 
whether it would be left to the individual practitioner, or whethe: 


if 
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there would be some agency that would have the power to determine 
that, the power to make the determination. 

Senator Smiru. Part of my question, Mr. Chairman, was as to what 
was being done now and as to what objection, if any, is being raised 
to the present procedure. Why do we need legislation to change the 
present procedure, if that is what is being proposed in this bill? 1 
thought that that was the point you r aised, too. You did not think 
that it was necessary to have any different method of making the 
determination than exists at the present time. 

Dr. Martin. That is correct. 

Senator SmirH. I want the record to show what is the present sys- 
tem of determination and whether the public is adequately protected 
by the present system of determination. 

Dr. Martin. Is that a question you are addressing to me? 

Senator Smiri. My previous question was aimed at getting the 
record to show what your views we re on that point. 

Dr. Martin. I would like to ask Dr. Stormont. who has been with 
the Food and Drug Administration as a medical director, and who 
is now with the American Medical Association, to answer that if 
he cares to. 

Dr. Srormontr. I would think that there would be just as much 
protection afforded under the present provisions of the act, if there 
is any degree of harm associated with the given drug. I doubt that 
you are going to have a long series of cases involving different manu- 
facturers if there is a clear-cut decision in the first instance regarding 
injury to the consumer. 

Senator LeumMan. Well. it is a fact. is it not, that individual suits 
are how required in order to stop the sale ofa drug / In other words, 
you might have to proceed in respect of one drug against a great 
nany peop le before you can stop the sale of it. 

Dr. Martin. I be lie ve the pri actical aspect of that is this, Senator 
If there is accumulated evidence from clinical sources and the ob- 
servations of — reported through the medical literature that a 
drug is beginning to show harmful effects, all of the ethical drug 
houses will be very quick to cooperate in the control of the sale of that 
drug, and limiting its effects. 

I think the volunt: iry coope ration of the manufacturing druggists 
and pharmaceutical houses would handle that question ve ry promptly. 
It has been handled in that way in the past. 

Senator LeuMan. It seems to me, if my recollection is correct. that 
Mr. Larrick testified that in one instanee. which. I think. had to 
do with the male sex hormone—— 

Mr. Larrick. That is right. 

Senator Leuman. Most of the manufacturers limited or stopped 
the sale of the drug. but one did not, and a suit had to be brought 
against that concern. 

Now, that might have to be multiplied many times. 

Dr. Martin. We ll. there will be viol: ators: but I do not believe that 
s quite as much a major problem in controlling them as might have 
been suggested. I think that over and against that is the impractica- 
bility of a Government agency exerting their control and the ob 
ections to a Government agency formulating an iron-clad list to 
vhich everyone must conform. 
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Senator Lenman. There have been two amendments proposed whi 
you have undoubtedly seen, one of which would constitute a com- 
promise. The one that you read is one of them, and there is anothe: 
one with regard to good faith. I do not remember the exact wording 
of it. Are you familiar with that proposal ? 

Dr. Martin. I am not sure that I am entirely familiar with it. | 
have it before me here. 

Senator Leuman. Do you wish to express any opinion with regard 
to that amendment ? 

Dr. Martin. I have already expressed an opinion with reference t 
the first one. The second one largely concerns the druggist fron 
the standpoint of procedure. It assures a retail druggist that he may 
sell over the counter certain nonprescription drugs providing he labels 
them with the same information as was contained on the manufa: 
turer’s label. It relieves him of the obligation of surveying each ind 
vidual drug. He would assume the cooperation of the manufacture: 
in putting the label on the drug that it is safe and in conformit 
with the law. We would have no objection to that. We have not 
taken any particular action for or against it. 

Senator Lenman. You referred to the position which the American 
Medical Association has taken with regard to this legislation. Was 
that translated into formal resolutions? 

Dr. Martin. It was the action of the board of trustees, and the re- 
port of the board of trustees was accepted by the house of delegates. 

Senator Lenman. Was that in the form of a resolution? 

Dr. Martrry. I don’t think so. It was just the adoption of th 
report of the board of trustees. 

Senator Leuman. When it was acted on by the board of trustees, 
was that translated into a resolution ¢ 

Dr. Martin. Not a definite, worded resolution. 

Senator Leuman. If it had been, I would have asked that you 
present it. 

Now, Dr. Martin, I want to ask you this. You heard the testimony 
of the preceding witness; did you not? 

Dr. Marrin. I did not hear it very well, Senator. I know 
general gist of it. 

Senator Lenman. I am not going to ask you to comment on th« 
testimony except in this regard: This company deals largely with 
phenobarbital. It is indic ‘ated that very substantial quantities of that 
drug are sent to the patient at one time. 

Now, I think we all know the danger of an overdose of phenobar- 
bital, but has it been established that phenobarbital is habit-forming! 

Dr. Martin. Only in a psychological sense. It is not habit form- 
ing in the sense that the opiates such as morphine and so forth, are. 
| think people have become psychologically addicted to it. 

Senator Lenman. But purely psychologically so? 

Dr. Martin. That is my personal opinion. 

Senator Lenman. Is it a fact that a great many people take pheno- 
barbital to quiet their nerves or to induce s sleep ¢ 

Dr. Martin. Yes, sir. 

Senator Lenman. But it is not necessary for them to continu 
night after night or steadily ¢ 

Dr. Martry. That is right. 

Senator LenmMan. What would be a lethal dose, in your opinion ? 
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Dr. Martin. I would say about 90 grains. Dr. Stormont says 30, 
and I said 90. I have seen patients ‘survive with doses of over 60 
grains. 

[ think it depends somewhat on the individual patient who takes it, 
his physical condition, how rapidly he obtains medical care, and its 
elimination, together with how much of it is absorbed and how much 
is recovered before it is absorbed. 

Senator Leuman. Are you acquainted with the organization whose 
representatives appeared before us? 

Dr. Marrrn. Only in a very general way. 

(After the close of the hearing the following further statement in 
iis form of a letter addressed to the chairman of the subcommittee 
was received from the witness :) 


AMERICAN MEDICAL ASSOCIATION, 
Norfolk, Va., September 27, 1951. 


Senator HERBERT LEHMAN, 
Subcommittee, Senate Committee on Labor and Public Welfare, 
United States Senate Building, Washington, D. C. 


Dear SENATOR LEHMAN: I am informed by Dr. Joseph Lawrence, of our Wash- 
ngton office, that your committee desires me to extend my answer to the ques- 
tion, “Are the barbiturates habit-forming drugs?” I do not have a transcript of 
my testimony, but I believe that my answer was to the effect that this group of 
drugs is not habit forming in the sense of the narcotics, such as morphine and 
heroin, but may be so psychologically. 

Perhaps to make this point clear, the meaning of the term “habit forming” 
should be defined. I would make a distinction between a drug that can cause 
iidiction and one that is capable of causing the formation of a habit 

Drugs of the narcotic group produce addiction because they have a positive 
ffect in producing a sense of well-being or exhilaration and the individual who 
receives them over a period of time has a great urge to repeat this experience 
{lso, when these drugs are withdrawn the patient may have real suffering mani 
fested by abdominal pain, muscle cramps, weakness, diarrhea, sweating, and 
lapse. The barbiturates on the other hand do not produce any positive sensa- 
tion that makes an individual desire to repeat them, nor does their withdrawal 
cause unpleasant or dangerous symptoms. Individuals who take barbiturates 

»not become addicts. I stated that the barbiturates might be psychologically 
abit forming. They are often given for various nervous manifestations such 
is insomnia and tension states as well as for the control of epilepsy and other 
onvulsive disorders, The patient may find these effects desirable in that he is 
relieved of certain unpleasant symptoms. He may desire to continue their use 

til he is relieved of his underlying trouble. This desire will not persist, how 

er, if the physician corrects the cause of the patient’s nervous disorder. In 
ilepsy they may be used in proper dosage over a long period of time without 
rmful effects. 

‘ertainly they should not be used except on the advice and under the contr 
‘a physician, who has examined the patient and has determined the nature of 

lisorders. There is great danger in indiscriminate use of any drug that alle- 
es symptoms and delays a patient’s approach to a physician for a diagnosis 
is basic trouble. For example, convulsive seizures may be due to epilepsy, 
ead injury, brain tumors, kidney disease, and other conditions. A prescrip 
of barbiturates or other anticonvulsive drugs without knowledge of the 
nderlying cause may by suppressing their symptoms delay the proper treatment 
he patient and result in irreparable harm. 
m very happy to be of any service possible to your committee and I am 
that the American Medical Association through its council on pharmacy 
hemistry will be glad to give you such information available to them, 
lesire, on this or other phases of the drug bill. 
Sincerely yours, 


as 


WALTER B. Martin, M. D. 


Senator Lenman. Do you happen to know whether there are any 
her organizations of that character perhaps, not dealing particu- 
with epilepsy, but with other diseases ? 


t 
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Dr. Martin. IT am speaking now from general information and not 
from any list of such organizations before me. There are quite a num- 
ber that do a mail-order business in various remedies for female weak- 
nesses, for example—whatever that is. 

Senator Lenman. Is there any rule or policy of the American Medi 
cal Association that would require the disassociation of any doctor 
who is connected with any one of these mail-order medical institu- 
tions ? 

Dr. Marrrx. The position of any doctor who is not practicing ethi 

cal medicine is largely a matter of local county medical society action. 
W e have our code of ethics which lays down the basic provisions 
which guide us in the ethical practice of medicine. The purpose of 
medicine, of course, is directed toward the patient’s interest primarily. 

Senator LeumMan. Senator Smith, any questions 4 

Senator Sarru. I would just like to ask the doctor how he would 
prevent the sale of harmful drugs such as some of the new drugs, about 
which we do not know much. I have he ad examples called to my at 
tention with respect to which it took 2 or 3 years for the Food and 
Drug authorities to stop the sale. 1 think testosterone is one that 
proved to be harmful after it had been used for a while. How is it 
proposed to deal with a thing of that kind? How does the profession 
propose to deal with a thing of that kind ¢ 

Dr. Martin. The authority exists for that already. As I pointed 
out previously, that is very broad authority under the Food and 
Drug Act to take action on a matter of that kind. 

The only question brought up as an objection to that is the questio 
of the time element. I do not believe that that is too large a factor, 
because public opinion among the doctors and the druggists, once thi 
facts are known, will control that to a very large extent. 

The few recalcitrants can be controlled under the present law. 

Senator Samiru. Do you think a normal situation can be taken care 
of by the present peocomere! 

Dr. Martin. Yes, si 

Senator SMIrit. You do not need any Federal authority to make 
these determinations ¢ 

Dr. Marrin. No. 

Senator Smirn. Probably we could do better, under your view, if 
the regular industry, you might say, and the doctors nalbins with 
them, would take care of these decisions. 

Dr. Marrin. That is what we think. 

Senator Surru. That is all I have, Mr. Chairman. 

Senator Leuman. Thank you very much, indeed. 

We will continue for a little while longer, if that is all right, Sena- 
tor. I propose to proceed with the hearing, assuming we do not have 
a roll call. Of course, if there is one, I will have to leave for a littl 
while. 

If any of you gentlemen feel fhat you would be fulfilling your duty 
by submitting written statements for the record, rather than by mak- 
ing a personal appearance, | would be very glad indeed to receive 
such statements now. 

I have one such statement here presented by Mr. Fred Bartenstein 
on behalf of Merck & Co. 
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(The statement referred to is as follows:) 


STATEMENT OF FRED BARTENSTEIN IN BEHALF OF MERCK & Co., INC. 


My name is Fred Bartenstein. I am general attorney for Merck & Co., Ine. 

We have been told that recently exhibits of Merck products were made before 
this committee. We understand that the exhibits were intended to show that the 
use of the prescription caution by manufacturers under present laws confuses 
the retail druggist. The ultimate purpose of the exhibits was to convince your 
committee that the Food and Drug Administration should be given the power to 
decree a master list of all drugs which should be sold on prescription only. 

My purpose is to explain that the bottles shown to you were apparently Merck 
prescription chemicals. As such, they are subject to special labeling considera- 
tions different from those affecting dosage forms of drugs such as tablets and 
capsules. 

These prescription chemicals were labeled strictly in accordance with current 
Food and Drug Administration regulations. 

We do not believe that they should have been exhibited as proof of confusion 
to the retail druggist. 

They are not evidence for supporting the need for giving to the Food and Drug 
Administration the power to decree which drugs shall be sold on prescription 
only. 

Description of prescription chemicals 

Prescription chemicals are basic chemical ingredients sold to retail druggists 
for use in compounding prescriptions—for mixing with a mortar and pestle, if 
you will. They are the bottles that you see on the shelf in the prescription room 
of every pharmacist, the basic tools of his trade. They are such products as 
potassium iodide U. S. P. granular, acetyl salicylic acid U. S. P. powder, potas- 
sium citrate N. F. granular, and magnesium carbonate U. S. P. powder. They 
are products commonly called for by doctors in prescriptions which require Com- 
pounding by pharmacists. 


Verck prescription chemicals are labeled in accordance with Food and Drug 
regulations 


The Federal Food, Drug, and Cosmetic Act requires that adequate directions 
for use appear in the labeling of every drug delivered in interstate Commerce 

sec, 502 (f)). The Administrator is given the power to exempt drugs from this 
requirement, however, where such use directions are not necessary for the pro 
ection of public health (see. 502 (f)). 

The Administrator has issued a detailed regulation under this use-direction 
section of the law. The regulation sets up several categories of drugs which do 
not need to bear complete use directions. 

The first category is described as a drug which “because of its toxicity or other 
potentiality for harmful effect or the method of its use or the collateral measures 
necessary to its use, is not generally recognized among experts qualified by scien 
tific training and experience to evaluate its safety and efficacy, as safe and 
efficacious for use except by or under the supervision of a physician, dentist, or 
veterinarian.” Drugs in this category must be labeled with the prescription 
aution, and not with use directions. 

lhe second category relates to prescription chemicals. They are described 
is “drugs not ‘a liquid solution, emulsion, or suspension and not in tablet, cap 
sule or other unit form’; they must be listed in an official compendium such as 
the U. S. P. or N. F.: they must be ordinarily compounded with other substances 
hefore being dispensed: and the intent of their producer is that they be com- 
wounded with other substances in filling of prescriptions issued by physicians, 
dentists, or veterinarians in their professional practice, or used in the manu- 

icture of another drug.” 

hese drugs, even if they are perfectly safe for lay use, and do not come within 
the first exemption, may be labeled with the prescription caution instead of com- 
plete and adequate use directions, 

(Other exemptions are made in the regulations for drugs intended to be used 
for manufacturing use only, drugs intended to be shipped directly to physicians, 

They do not concern us here.) 


92363—5: 15 


Vw 





22() AMEND FEDERAL FOOD, DRUG, AND COSMETIC ACT, 1938 


The Merck drugs which we understand were exhibited to you were prescrip 
tion chemicals. They fall either within the first or second exemptions above, and 
correctly bear the prescription caution. 

The Food and Drug Administration provided this exemption for prescription 
chemicals because it recognized that it would be wholly impractical and un 
realistic to require that the labeling of such chemicals bear complete and adequate 
use directions for lay medicinal use. In the first place, the products are in 
tended for use by the pharmacist in compounding, not for lay use. In the second 
place, the professional pharmacist does not need directions for the compounding 
of prescriptions. In the third place, there would be no room on the label for 
placing directions covering all the possible drug uses to which these basic chemi 
cal ingredients might be put. 

The labeling of prescription chemicals should not confuse the druggist 

The prescription chemical sold by our company is not an ultimate consumer 
drug product intended for delivery to lay users across the counter. It is intended 
to be used as an ingredient in compounding prescriptions of physicians, dentists, 
or veterinarians. The clear-cut official prescription caution makes this clear to 
the druggist. 

If the druggist wishes to sell such a chemical to a lay user without a prescrip- 
tion because he knows that it has some specific medicinal use without compound- 
ing, it would be expected that he would select from his stock the product of some 
manufacturer who chooses to label such product for that use, and gives complete 
and adequate directions. It would not be expected that he would deliver to the 
user the prescription chemical marked with the prescription caution. If, of 
course, a physician has prescribed the substance per se, the pharmacist would 
apply the physician’s directions to the bottle as he customarily does; and sell the 
product on prescription. 


Prescription chemical labeling is not evidence of the need for giving to the Food 
and Drug Administration the power to decree which drugs shall be sold on 
prescription only 

Changes in laws affecting the labeling of prescription drugs cannot and must 
not serve to interfere with the unimpeded production and delivery to the pharma- 
cist of prescription chemicals to be used by him in compounding. 

The same considerations that have already led the Food and Drug Administra- 
tion to permit the use of the prescription caution instead of use directions on 
prescription chemicals will exist after as well as before new laws are enacted. 
If the Food and Drug Administration is given the power to decree which drugs 
are to be sold on prescription only, that agency will still find it necessary to 
continue the same or an equivalent prescription legend on prescription chemicals 

Therefore, it is not proper in our opinion to use present prescription chemical 
labeling as evidence of the need for giving the Food and Drug Administration 
increased power to decide which drugs shall and which drugs shall not be sold 
on prescription in the United States. 


General conclusions 

Merck & Co., Inc. is in favor of those provisions of S. 1186 and H. R. 3298 
which will clarify for the druggist his right to fill and refill prescriptions under 
provisions of the Federal Food, Drug, and Cosmetic Act. 

That right, however, does not depend upon giving to the Government the power 
to issue a master list of prescription drugs. The manufacturer of the drug 
now has, and in our opinion should continue to have, the responsibility fo: 
deciding whether his product is or is not a prescription drug, on the basis o! 
a clear legislative or administrative standard. He labels the drug according]) 
If there is a difference of opinion between the manufacturer and the Food and 
Drug Administration on the application of the prescription drug standard, tl. 
issue can be settled through the exercise by the Administration of its extensiv« 
enforcement powers, and ultimately by the courts if necessary. 

Merck & Co., Inc. accordingly opposes the granting to the Food and Drug Ad 
ministration of the prescription drug decree power, but supports provisions of 
the proposed bills designed to clarify the druggist’s right to fill and refil 
prescriptions. Specifically, Merck & Co., Ine. is in favor of the provisions of H 
R. 3298 as changed by the two amendments agreed to by the National Asso: 
tion of Retail Druggists, the American Pharmaceutical Manufacturers’ Asso 
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tion, the Proprietary Association, and the American Drug Manufacturers’ 
Association, which amendments we understand have been submitted to your 
committee. 
Merck & Co., INC., 
FRep BARTENSTEIN. 
SEPTEMBER 18, 1951. 


Senator Leuman. Before proceeding further, I would like to in- 
clude in the record the agency reports on this legislation which we 
have received. Also, a number of letters which the subcommittee has 
received will be included in the appendix to the record of this hearing. 

I intend to keep the record open for 2 weeks for the insertion of 
any supplemental statements or other data. 

(The agency reports referred to are as follows :) 


EXECUTIVE OFFICE OF THE PRESIDENT, 
BUREAU OF THE BUDGET, 
Washington 25, D. C., August 20, 1951. 
Hon. JAMES E. Murray, 
Chairman, Committee on Labor and Public Welfare, 
United States Senate, Washington 25, D. C. 


My Dear Mr. CHAIRMAN: This will acknowledge receipt of your letter of 
July 9, 1951, requesting the comments of the Bureau of the Budget on S. 1186, a 
bill to amend section 503 (b) of the Food, Drug, and Cosmetic Act of June 25 
1938, as amended, and on amendments to S. 1186 (in the nature of a substitute) 
intended to be proposed by Senator Humphrey. 

This bill amends the Food, Drug, and Cosmetic Act with respect to the labeling 
and dispensing of prescription drugs. 

We have been advised by the Federal Security Agency that Senator Hum- 
phrey’s amendments remove a number of objectionable features of the bill and 
make substantial improvements in the original bill. Accordingly, the Bureau of 
the Budget perceives no objection to the bill as amended by Senator Humphrey’s 
substitute amendments. 

Sincerely yours, 


’ 


F. J. LAwron, Director. 


FEDERAL Security AGENCY, 
Washington, August 2, 1951. 
Hon, JAMES FE. Murray, 
Chairman, Committee on Labor and Public Welfare, 
United States Senate, Washington 25, D. C. 

DEAR Mr. CHAIRMAN: This letter is in response to your request of July 9, 1951, 
for a report on 8S. 1186, a bill to amend section 508 (b) of the Food, Drug, and 
Cosmetic Act of June 25, 1938, as amended. In view of the amendments (in the 
nature of a substitute) intended to be proposed by Senator Humphrey, the 
author of the bill, we assume that the committee desires that our report be ad- 
dressed to the substitute amendment. 

The purpose of the bill is well stated in the title of the substitute bill intro 
duced by Senator Humphrey on July 5 (legislative day, June 27), 1951, a bill 
to protect the public health by regulating the labeling and dispensing of habit 
forming and other prescription drugs, by amending section 503 (b) of the Fed- 
eral Food, Drug, and Cosmetic Act. 

The original bill, S. 1186, was introduced on Mareh 21, 1951, and was referred 
to the Senate Committee on Interstate and Foreign Commerce. In response to 
a request from Chairman Johnson of that committee we submitted a report on 
May 8, 1951. A copy of this report is enclosed. On motion of the chairman of 
the Senate Committee on Interstate and Foreign Commerce that committee was 
discharged from further consideration of the bill and the bill was referred to 
your committee. 

The substitute bill, S. 1186, is identical with H. R. 3298 as favorably reported 
hy the House Committee on Interstate and Foreign Commerce. The House 
committee has substantially improved the structure of the bill. Its basic ob- 
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jectives remain unchanged but the parts of the bill to which we objected have 
been deleted. 

We endorse the substitute bill which is thoroughly discussed in House Report 
No. 700, copy of which is enclosed. 

The Bureau of the Budget advises that there is no objection to the submission 
of this report to your committee. 

Sincerely yours, 
Oscar R. EwIne, 
Administrator. 


FEDERAL SECURITY AGENCY, 
Washington, May 3, 1951. 
Hon. Epwin C. JOHNSON, 
Chairman, Committee on Interstate and Foreign Commerce, 
United States Senate, Washington, D. C. 

Dear Mr. CHAIRMAN: This letter is in response to your request of March 28, 
1951, for a report on S. 1186, a bill to amend section 508 (b) of the Food, Drug, 
and Cosmetic Act of June 25, 1938, as amended. 

This bill is in substantially the same form as that introduced as S. 3852 in 
the Eighty-first Congress, which this Agency endorsed. Section 508 (b) of the 
present law recognizes only written prescriptions, whereas the section as amended 
by the bill would recognize oral prescriptions as well, with the safeguard under 
certain circumstances that the pharmacist reduce the oral order to writing and 
file it. The present law does not provide a clear differentiation between those 
drugs which should be dispensed solely on prescription and those which may 
be sold over the counter. It is the intent of the bill to supply this deficiency 
by requiring the dispensing on prescription only of specified habit-forming drugs 
and those specifically designated in regulations or new drug applications which 
cannot be safely and effectively used without professional diagnosis and super 
vision. The bill provides that the labels of such drugs bear a caution against 
dispensing without prescription. 

This Agency is sympathetic to the purposes of the bill. It would clarify the 
obligations of pharmacists, would promote the operations of all on the high 
standards now followed by the majority, and would afford better protection to 
the public health than the present law against abuses by a minority in dis 
pensing highly potent drugs by over-the-counter sales or by refilling prescriptions 
without the knowledge and approval of the prescriber 

The bill contains, however, three new paragraphs beginning at line 15 of 
page 3 and continuing to line 14 of page 4. The most significant feature of 
the new paragraphs is a “trial de novo” (lines 12-14 on p. 4) in a United 
States court of appeals on appeals from the Administrator’s orders. An out 
line of the procedure leading up to the proposed “trial de novo” is relevant 
Clause (2) of new section 503 (b) requires that an opportunity for publi: 
hearing be afforded before the Administrator promulgates a list of drugs that 
are unsafe or ineffective for use without professional diagnosis and supervision 
and thus must therefore be dispensed only on prescription. This public hear 
ing, it would seem, may be held under the informal rule-making procedure of 
section 4 of the Administrative Procedure Act. No appeal would lie at this 
stage from the resulting action of the Administrator. (See Administrative 
Procedure Act, section 10.) 

The last paragraph on page 8 of the dill provides for a formal hearing and 
judicial review when any interested party disagrees with the order of the 
Administrator issued under clause 2. The procedural steps provided are as 
follows: (1) Any interested person may file a petition setting forth the 
proposal for addition to or deletion from the list of drugs, with a statement 
of reasonable grounds. (2) Public notice of the proposal and an opportunity 
to present views by interested parties are given. (3) A decision of the Ad- 
ministrator with respect to that proposal is made. (4) Objections to- the 
decision may be filed within 30 days, with a request for a public hearing 01 
such objections. (5) A hearing on the objections is held. The formal hearing 
provisions of sections 7 and 8 of the Administrative Procedure Act would ap 
parently apply to that hearing. (6) An order is issued. This order is subject 
to judicial review in accordance with section 701 (f) and (g) of the Food 
and Drug Act, except that such review shall be “in the nature of a trial de 
novo, without presumptions in favor of either party to such appeal.” 
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These provisions are in general patterned after section 507 (f) (21 U.S. c. 
857 (f)) relating to the certification of antibiotic drugs. The Administrator’s 
order with respect to objections filed by interested parties concerning his regu- 
lations under section 507 (f) is subject to the provisions of section 701 (f) 
and (g) (21 U. S. C. 371 (f) and (g)). Section 701 (f) provides that the 
findings of the Administrator as to the facts, if supported by substantial evi 
dence, shall be conclusive. But the bill expands the scope of review. The 
bill directs that the “appeal” is to be in the nature of a “trial de novo” without 
presumptions in favor of either party to such appeal. The concept of a “trial 
de novo” at the appellate level departs radically from legislation governing 
the review of rules and regulations issued by administrative agencies, and goes 
beyond the requirements of the Administrative Procedure Act which was in 
tended to bring uniformity to administrative proceedings and their judicial re 
view. The scope of judicial review now embodied in section 10 (c) of the 
Administrative Procedure Act is that ageney action shall be upheld where it 
is supported by “substantial evidence,” but the court is directed to review 
the whole record in determining whether the evidence is substantial. This pro 
vision has recently been examined by the Supreme Court in Universal Camera 
Corp. v. National Labor Relations Board, decided February 26, 1951. The spe 
cific provision to this effect in section 701 (f) of the Federal Food, Drug, and 
Cosmetie Act, and its conformity to the Administrative Procedure Act, was 
judicially approved in Willapoint Oysters vy. Ewing (174 F. 2d 676, cert. den, 338 
U. S. 860). 

The proposed bill, in contrast, would extend ‘the function of the reviewing 
court beyond that contemplated by the Administrative Procedure Act. The 
appellate court in a “trial de novo” would become a trier of facts with respect 
to difficult questions of drug action, questions which are not at all suited fol 
judicial determination but which require expert scientific knowledge for in 
formed judgment. The determination of such a question is peculiarly within 
the expert competence of an administrative agency, yet the court would be 
expressly enjoined to attach no “presumptions” to its action, ie., to give no 
weight to it. The Administrative Procedure Act has recognized the principle 
of deference to administrative expertise by providing for review as to the legal! 
sufficiency of the evidence presented in support of a regulation, not a complete 
and needless retrial of the facts in an appellate court.’ 

There is serious question, moreover, as to the propriety of conferring the 
power to make a determination that is essentially legislative upon a “consti 
tutional court.” This was declared objectionable by the Supreme Court in 
Federal Radio Conimmission v. General Electric Co., (281 U. S. 464 (19380)) and 
in the cases there cited. In the General Electric case, the Radio Act of 1927 had 
authorized the court of appeals, after decision by the Commission, to take addi 
tional evidence, hear, review, and determine the appeal upon the record and 
the evidence, and alter or revise the decision appealed from—in short, a review 
de novo. While the opinion acknowledged that Congress may make the Court 
of Appeals for the District of Columbia a “superior and revising” agency, it 
concluded that the Supreme Court could not be invested with similar powers. 
In this connection, it should be noted that section 701 (f) (4) of the Food and 
Drug Act, which is incorporated in the bill by reference, would confer juris 
diction on the Surpeme Court to review decisions of the courts of appeals. 
Moreover, under the bill proceedings for judicial review could be filed in the 
court of appeals for the circuit in which the petitioner resides or has his 
principal place of business, which, in most cases, would be outside the District 
of Columbia. Such other courts of appeals, being “constitutional courts,’ would 
be subject to the same disability in this respect as the Supreme Court. 

The legislative history of the present act reveals that Congress was confronted 
with a similar problem as to the scope of review of administrative regulations 
and rejected the solution now proposed, As reported out with an amendment 
by the House Committee on Interstate and Foreign Commerce after passage by 
the Senate, S. 5, Seventy-fifth Congress, contained a special review provision 
in section 701 (f) permitting anyone appealing from a regulation to adduce 
additional evidence before a district court, and further providing that the 
Court might take such further action as “justice may require.” (H. Rept. 
No, 2139, 75th Cong., 3d sess. pp. 11-12). The Supreme Court in Federal Secu- 
rity Administrator v. Quaker Oats Co. (318 U. S. 218 (1943)) explained the 
elimination of this provision: 


"Tn any event, the use of the word “trial” in the bill is in itself a misnomer. In all 
probability the drafters intended to have a review on the record and not a trial de novo 
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“* * * before enactment, the conference committee substituted for these 
provisions those which became section 701 (f) of the act. While under that 
section the Administrator’s regulations must be supported by findings based 
upon ‘substantial evidence’ adduced at the hearing, the Administrator’s findings 
as to the facts is based on substantial evidence are conclusive. In explaining 
these changes the chairman of the House conferees stated on the floor of the 
House that ‘there is no purpose that the court shall exercise the functions that 
belong to the executive or the legislative branches’”’’ (83 Congressional Record, 
p. 9096). 

The conference committee further noted, with respect to the review provided in 
section 701 (f) (S. Rept. 2716, 75th Cong., 3d sess.) : 

“The type of judicial review provided in the agreement is as broad as the 
Constitution permits in the case of review by a constitutional court. It is to be 
noted that the function of the Secretary in making regulations and orders to 
carry them out is legislative in character. * * * Judicial review of the Secre 
tary’s action to determine if there was substantial evidence to support the find 
ing, and of course, upon constitutional questions, may be had.” 

To permit a review by trial de novo at the level of the court of appeals would 
not only impede and hamper the enforcement program with respect to the most 
dangerous drugs, but would burden these courts with a legislative function which, 
it appears likely, they may not constitutionally be called upon to perform. 

This bill also authorizes oral prescriptions which are reduced to writing and 
filed by the pharmacist. It does not require that the physician confirm or agree 
to confirm the prescription in writing. In this, it departs from the bill which we 
previously endorsed. We believe that at the very least the physician should 
agree to confirm his oral prescriptions in writing within 72 hours, and that he 
should not be entirely freed from his responsibility to confirm because the 
pharmacist reduced the telephone order to writing. 

We therefore recommend that the bill, with the above-suggested amendment, 
with the deletion of the excepting provision in lines 12 to 14 on page 4, and 
with certain clarifications and technical amendments which we would like to 
suggest at the appropriate time, be enacted by the Congress. 

The Bureau of the Budget advises that there is no objection to the submission 
of this report to your committee. 

Sincerely yours, 
Oscar R. Ewine, Administrator. 


STATEMENT OF ROBERT P. FISCHELIS, SECRETARY, AMERICAN 
PHARMACEUTICAL ASSOCIATION, WASHINGTON, D. C. 


Senator Lenman. Our next witness is Mr. Robert P. Fischelis, of 
the American Pharmaceutical Association. 

Mr. Fischelis, will you come forward and proceed, please ? 

Mr. Fiscuenis. Mr. Chairman and gentlemen of the committee, 
I have been requested by the New York State Pharmaceutical Asso- 
ciation to present a statement in their behalf. It came to me this 
morning from Mr. Nicholas S. Gesoalde, secretary of the New York 
State Pharmaceutical Association. 

Senator LeHmMaNn. I am not quite clear on that. That is a statement 
by the New York State Pharmaceutical Association, but you are an 
officer of the American Pharmaceutical Association. 

Mr. Fiscue.is. They are one of our constituent groups, and they 
have asked me to present this statement on their behalf since Mr. 
Gesoalde, the secretary, will not be here. 

Senator Lenman. And you are appearing officially on behalf of 
the American Pharmaceutical Association ? 

Mr. Fiscueuis. Yes, Mr. Chairman. 
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(The statement of the New York State Pharmaceutical Association 
referred to is as follows:) 


STATEMENT OF NICHOLAS S. GESOALDE, SecRETARY New York State PHARMA- 
CEUTICAL ASSOCIATION, New York, N. Y. 


This statement is submitted in order to present the views of the New York 
State Pharmaceutical Association concerning bill S. 1186 and H. R. 3298 which 
will come under consideration at a hearing of the Subcommittee on Health on 
September 11. 

The New York State Pharmaceutical Association is the largest State organi- 
zation of its kind in the country. We represent over 6,000 retail druggists out of 
the 6,352 drug stores in the State, and have therefore close to a 100-percent repre- 
sentation of the retail interests. We keep in close contact with our members 
through the many county organizations organized in New York State, all of 
which are branch organizations that hold monthly meetings and have no hesi- 
tancy in expressing their opinions to our central office. During June our State 
organization held its annual meeting and an important feature of our discussion 
was the prescription refill problem. We, therefore, feel that the opinions ex- 
pressed in this statement represent the concensus of thought of the retailers 
of New York State notwithstanding any contrary reports which you may receive 
from other sources. 

The pharmacists of New York State believe that the legal control of the 
medical professions including pharmacy should be exerted at the State level. 
We have in our State pharmacy laws which we believe quite satisfactorily and 
fully protect public health without exerting any undue hardship on our pro- 
fession. Possibly our laws should be strengthened within the State in some 
respects. However, we can assure you that our association is ever ready and 
willing to accept reasonable restrictions which have as their objective proper 
public health needs. 

We look with disfavor upon any encroachment by the Federal Government 
on the prerogative of the States to control any phase of the practice of medicine 
and pharmacy. 

Nevertheless, we realize that probably the Federal Food, Drug, and Cosmetic 
Act will be amended by the present Congress in order to clarify certain phases 
of the act, particularly those dealing with prescription practice. In any such 
proposed amendment we believe that the Food and Drug Administration should 
be given as little additional power as possible and that whatever changes are 
made in the law should be confined to a clarification only of its present provisions. 

We are strongly opposed to giving the Food and Drug Administration the right 
to designate which drugs or medicinal products should be limited to prescrip- 
tion sale. We, therefore, favor the Durham bill as passed by the House (H. R. 
3298) and are opposed to the original bill which is also before the Senate in the 
form of the Humphrey bill (S. 1186). 

While we realize that there must be some control over dangerous drugs which 
should not be sold other than on prescription we are convinced that any abuses 
in the use of the prescription legend by manufacturers can be adequately con- 
trolled by the FDA under H. R. 3298 to safeguard the situation. This bill 
definitely defines the scope and nature of the drugs which must be limited to 
prescription use without, however, giving excessive and unwarranted powers 
to the Food and Drug Administration. We, therefore, now strongly favor H. R. 
3298 if any Federal legislation is to be enacted. 

Mr. Fiscuriis. My name is Robert P. Fischelis. I am secretary 
of the American Pharmaceutical Association which is the national 
professional society of pharmacists in the United States. It is nota 
trade association. It concerns itself with the professional, educa- 
tional, scientific, and research problems of pharmacy. 

Our interest in the legislation which you are now considering stems 
from the fact that it involves the professional activities of physicians 
and pharmacists. You have heard from representatives of the vari- 
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ous trade associations in the drug industry. They have presente: 
their views with respect to the specific effect of the proposed legisla 
tion on that part of the practice of pharmacy in which they are 
especially interested. 

Like the American Medical Association, we are concerned with cer 
tain broad fundamental principles which are involved in considering 
the effect of the proposed legislation on the professional prerogatives 
of our members and on their service to the public. 

To the best of our knowledge, none of the witnesses who have ap 
peared thus far have pointed out to you that the several States of the 
Union, acting under their police power have passed and are enforcing 
stringent State laws governing the practice of medicine and pharmacy, 
the distribution of narcotic and hypnotic drugs and poisons, and regu 
lating commerce in food and drugs within their borders. 

Under these laws physicians and pharmacists have developed more 
or less standardized procedures for supplying drugs to the sick, o 
prescriptions. Under these laws pharmacists are required to mee 
high standards of education and practical experience before they 
are licensed to practice their profession. They are, therefore, com- 
petent to read labels and to use professional judgment in their in- 
terpretation. 

Until the Food and Drug Commissioner announced in his speech 
before the National Association of Retail Druggists, in 1948, that 
prescriptions of any kind may not be refilled, the medical and phar 
macal professions had a clear understanding on this subject and there 
was no governmental interference with this understanding for the 
first 10 years of the existence of the present Federal Food, Drug and 
Cosmetic Act. 

The fact that this arbitrary announcement was made in such an 
informal manner and the professions were given to understand that 
it was expected to have the force of law, without any previous con- 
sultation with representatives of organized medicine and pharmacy, 
is in itself an indication of what the professions may expect from 
this administrative agency if it is given further powers beyond those 
required in the public interest to supplement regulation of these 
professions. 

Furthermore, if, as the American Pharmaceutical Association has 
contended right along the power to rule on the filling and refilling of 
prescriptions exists in the present Food, Drug, and Cosmetic Act 
and the Commissioner certainly assumed that power—why is it nec 
essary to amend the law in this respect. To be consistent with the 
present contention of the Food and Drug Administration, the Com 
missioner should not have made a determination of what the law 
provides, but he should have instituted a court test to settle the issue 

To conserve your time and to focus your attention immediately on 
the stand which our association has taken on the legislation before you. 
I wish to call attention to the fact that S. 1186 and H. R. 3298 were 
the subject of a report by our committee on legislation to the annual 
convention of the American Pharmaceutical Association held in Buf- 
falo the week of August 26. That is less than 2 weeks ago. This 
convention was one of the best attended meetings we have ever held 
and due notice was given to all members that the bills before you would 
come up for discussion and that the guidance of the members would 
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be asked in formulating a statement of policy with respect to them, 
for transmission to your committee. 

The house of delegates of the American Pharmaceutical Associa- 
tion, which receives the reports of committees, is completely repre- 
sentative of the profession of pharmacy and the drug industry in the 
United States. At our Buffalo meeting 46 States were represented 
by delegates elected or appointed by them and 12 national associa- 
tions entitled to lnoses in the house were all represented by offi- 
cially appointed de legates. All of our local branches were represented 
and there was complete representation of the sections of the associa- 
tion and its affiliated bodies. 

The house of delegates adopted the following resolution : 


Whereas the health professions should be under the exclusive control of the 
respective States which grant them licenses to practice and 

Whereas the compounding and dispensing of prescriptions is a professional 
function which pharmacists are licensed to discharge by the States: Therefore 
be it 

Resolved, That the American Pharmaceutical Association looks with disfavor 
upon any encroachment by the Federal Government on the prerogatives of the 
States to control any phase of the practice of medicine and pharmacy ; and be it 
further 

Resolved, That if the Federal Food, Drug, and Cosmetic Act must be amended 
in order to clarify the functions of the Federal Government with regard to pre- 
scription practice, such amendment should give as little power to the Food and 
Drug Administration as possible and should be confined entirely to the clarifi- 
cation of the provisions of the act with respect to filling and refilling of pre- 
scriptions without intreducing any powers not now lawfully exercised by the Food 
and Drug Administration; and be it further 

Resolved, That since the Durham bill (HH. R. 3298) as it was passed by the 
House of Representatives, with the amendment submitted by Representative 
O'Hara, eliminates the granting of unnecessary additional powers to the Food 
and Drug Administration but does clarify the act with respect to filling and refill- 
ing of prescriptions, we believe that preference should be given to the Durham 
hill as amended and passed by the House over the original bill, the counterpart 
of which is before the Senate in the form of the Humphrey bill, S. 1186; and be 
t further 

Resolved, That if there are other points of clarification brought out in the 
Senate hearings on the Humphrey bill and such points are in the direction of 
decreasing rather than increasing Federal jurisdiction over what is purely a 
State function, that we do not oppose such changes, provided such changes do not 
nterfere with the passage of H. R. 3298 as passed by the House and transmitted 
to the Senate. 


(Short recess. ) 

Senator Lenman. Will you continue, Mr. Fischelis? 

The house of delegates also adopted the report of the committee on 
legislation from which the following paragraphs are taken: 


The American Pharmaceutical Association, on the advice of its attorneys, re- 
quested the Administrator of the Federal Security Agency to issue an official 
ruling confirming the unofficial opinion of the Commissioner of Food and Drugs 
to the effect that no prescription can be refilled under the terms of the present 
act, so as to furnish a basis for a legal attack on such ruling. The attorneys for 
the association had indicated that the position we took at our annual convention 
in 1950, to the effect that the present law does not authorize any such interpreta- 
tion, was sound. Our attorneys also indicated that since the Food and Drug 
Administration was evidently side-stepping any attempt to obtain a clear-cut 
court decision on the main issue, the only way in which to get this issue into 
‘ourt was to attempt to obtain a declaratory judgment. In order to lay the 
sround work for action in this direction, it was legally necessary to have an 
idministrative ruling which could be made the basis of a declaratory judgment. 

We instructed our attorneys to take the necessary steps to obtain the ruling, 
ind Mr. Ewing, although refusing a public hearing on the subject, published a 
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temporary ruling in the Federal Register on December 6, 1950, and asked fo: 
comment on it within 30 days. Comments were supplied from various sources, 
including our own attorneys, but the ruling has never been issued in permanent 
form, although more than 8 months have elapsed since the temporary ruling was 
published in the Federal Register. 

In his testimony before the House Committee on Interstate and Foreign Com 
merce on H. R. 38298, Federal Security Administrator Ewing testified as follows 

“T ought to tell the committee that we have been strongly urged to amend the 
existing regulation to permit telephoned prescriptions, and that if the matter 
is left to the Federal Security Agency to deal with by regulation, I intend to 
publish a proposed regulation that would have this effect, insofar as our au 
thority to make exemptions extends. But here again, I think the subject is more 
appropriate for legislation than for regulation.” 

Our position consistently has been that no legislation was necessary to enable 
pharmacists and physicians to continue to practice their professions, with respect 
to the filling and refilling of prescriptions, as it has been practiced from time 
immemorial, including 10 years under the present Food, Drug, and Cosmetic Act 

We have repeatedly stated that the regulation of the professions is a State 
function, and that we do not consider it necessary for the Federal Government 
to enter this field of regulation under any guise whatsoever. 

It was our desire to test the power of the Food and Drug Commissioner, unde: 
the present act, in the courts of law, and both the Food and Drug Administra 
tion and the National Association of Retail Druggists opposed a public hearing 
on this question. 

We have therefore been forced to take a position on the legislation proposed 
by the FDA and the NARD, which would safeguard the professional prerogatives 
of medicine and pharmacy. 

The fact that the Durham bill has reached its present stage, compels us to take 
action on this question, even though we oppose Federal legislation of any kind 
in this field. In doing so, it is our considered opinion that the regulation of the 
professions, such as medicine, pharmacy, dentistry, and nursing, should be under 
the exclusive control of the respective States which grant these professions their 
license to practice. The compounding and dispensing of te is a pro- 
fessional function which pharmacists are licensed to discharge by the State. 

Hence, we look with disfavor upon any encroachment by the Federal Govern- 
ment on the prerogatives of the States to control any phase of the practice of 
medicine and pharmacy. 

If the Federal Food, Drug, and Cosmetic Act must be amended in order to 
clarify the functions of the Federal Government with regard to prescription 
practice, such amendment should give as little power to the Food and Drug 
Administration as possible, and we believe that it should be confined entirely to 
clarification of the provisions of the act with respect to filling and refilling of 
prestriptions, without introducing any powers not now legally exercised by the 
Food and Drug Administration. 

Since the Durham bill, as it was passed by the House in amended form, elimi 
nates the granting of unnecessary additional powers to the Food and Drug 
Administration, but does clarify the act with respect to filling and refilling of 
prescriptions, we believe that preference should be given to the Durham bill as 
passed by the House, over the original bill, which is also before the Senate in 
the form of the Humphrey bill (S. 1186). 

There may be other points of clarification which will be brought out in the 
Senate hearings. If such is the case, and they are in the direction of decreasing 
rather than increasing Federal jurisdiction over what is purely a State function 
we would not oppose them, provided such changes will not interfere with the 
passage of the amended House bill. 


You will note that that language was incorporated in the resolution. 


One point on which we want clarification is the language referring to the re 
filling of prescriptions in lines 10 to 13, inclusive, on page 2 of H. R. 3298, as 
passed by the House of Representatives. We would like the Senate committee 
to assure us, in its official report on the bill to be submitted to the Senate, that 
the words “authorized by the prescriber” mean either by the prescriber per 
sonally, or under his professional supervision, thus granting permission to use 
his office nurse or secretary as his agent in transmitting instructions to refill 
a prescription to the pharmacist. 


Senator, the point here is that the language, if strictly construed, 
would make it necessary for the prescriber himself to telephone the 
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pharmacist that a certain prescription was to be renewed. If the 
yharmacist received a request for renewal from the patient, he would 
ave to contact the physician personally. He could not contact his 
office for the approval. 

We hope that that matter will be definitely clarified so that there 
will be no misunderstanding as to what it means. 


In the provision covered in lines 16 to 22, inclusive, on page 3 of the bill, we 
recommend that the statement be amended by striking out everything in line 19 
after the word “sentence” up to and including line 22. We believe this amend- 
ment to be necessary in order to prevent a large number of proprietary prescrip 
tion products from becoming products for sale over-the-counter, under State 
Pharmacy Acts, thus removing the protection now afforded the public in having 
such products dispensed exclusively under professional supervision. 

The actions of the house of delegates in both these matters were 
endorsed unanimously by the association at its third general session 
on August 31, 1951. You therefore have before you the considered 
views of that cross section of American pharmacy which deals to 
the greatest extent with prescription practice and the dispensing of 
drugs and medicines to the sick. 

In line with our instructions from the convention of the American 
Pharmaceutical Association, we have given consideration to the other 
amendment which has been submitted to you with respect to fixing 
the responsibility for the labeling of manufactured products dis- 
pensed by pharmacists and we have no objection to this amendment 
as suggested in the agreement submitted in behalf of the four trade 
associations on September 11, although we were not a party to this 
agreement. 

I am authorized also to bring to your attention unanimous concur- 
rent action in this matter by the American College of Apothecaries, 
which is an association of exclusive prescription pharmacy owners 
and the American Society of Hospital Pharmacists, consisting of some 
1,600 pharmacists who practice their profession in the hospitals of 
the United States. 

We have also been advised that the National Conference of State 
Pharmaceutical Association Secretaries passed a resolution endorsing 
H. R. 3298 as it was passed by the House of Representatives on 
August 1, 1951. All of these organizations met in Buffalo just prior 
to the convention of the American Pharmaceutical Association last 
month. 

Since coming here, I have been informed that 24 of these State 
associations have notified the secretary of the National Conference 
of State Pharmaceutical Association Secretaries, who is here, that 
they approve of the bill as passed in the House and the proposed 
amendments referred to earlier in my statement. 

Thank you. 

Senator Leuman. Thank you very much, indeed. 

_ Now, I had hoped that we would complete this hearing this morn- 
ing. 

J understand we still have four or five witnesses, so it is impossible 
to do so, 

We will recess this hearing now until 2:30 this afternoon unless 
ull of you gentlemen prefer to submit statements rather than to testify 
orally. , 

Apparently none of you do. 
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We will meet here, then, at 2:30. I do have to explain that the 
attendance of the members of the subeommittee this afternoon may 
be a bit restless because we have very important legislation before 
the Senate, and we have to be there part of the time. 

(Whereupon, at 12:40 p. m., a recess was taken until 2:30 p. m 
this same day.) 

AFTERNOON SESSION 


Senator Leuman. The subcommittee will come to order. 

Before we call the first witness I want to make one alteration in the 
record, I said this morning that we would keep the record open for 
» weeks, but the subcommittee is very anxious that this bill be given 
consideration and be acted upon finally by this session of the Congress, 
so in order to expedite matters I want to change that date. We will 
receive for the record any matter up to the close of business on Satur- 
day, September 22, a week from this coming Saturd: = 

May I ask if Mr. W. M. Wheeler is here, and if he is, to come 


forward ¢ 


STATEMENT OF W. M. WHEELER, JR., SECRETARY AND GENERAL 
COUNSEL, ELI LILLY & CO., INDIANAPOLIS, IND. 


Mr. Wiireter. My name is W. M. Wheeler, Jr. I am the secretary 
and general counsel of Eli Lilly & Co. of Indianapolis, Ind. 

Eli Lilly & Co. is a member of the American Drug Manufacturers 
Association and, as such, it subscribes fully to the joint statement 
dated September 7, 1951, addressed to this committee and signed by 


the National Association of Retail Druggists, the American Pharma 
ceutical Manufacturers’ Association, the Proprietary Association of 
America, and the American Drug Manufacturers Association. A 
copy of the joint statement is attached and made a part of this 
testimony. 

Other witnesses who have appeared in opposition to S. 1186 have 
set forth many objections to the so-called listing provision and the 
efficacy standard. I will not repeat these objections in detail but I 
want the committee to understand that we, likewise, are opposed to 
the listing of drugs by administrative regulation and the imposition 
of a standard of efficacy. 

My testimony will be directed primarily to the support of H. R. 
3298 with the amendments set forth in the joint statement of Septem 
ber 7 referred to above. The original purpose of this legislation was 
to clarify the oral prescription and refill problem. 

Thus, the original Durham bill, H. R. 4203, introduced April 12, 
1949, sought a broad exemption for drugs dispensed upon the oral or 
written prescription of a physic ‘ian and extended the exemption to 
refills thereof. This was objected to by the Food and Drug Admin 
istration on the basis that unauthorized refills of prescriptions for 
dangerous drugs was not in the interests of protecting the public 
health. 

It thus became necessary to provide for a division of drugs as be- 
tween prescription and over-the-counter drugs. Obviously, one way 
to make such a division was to leave it up to the Administrator. 

Another way to handle the problem would involve the enactment 
of a statutory definition of prescription drugs. This latter alternative 
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was the choice of the House of Representatives when it adopted the 
O’Hara amendment. The chief question for consideration is whether 
this solution to the problem will serve adequately the interests of the 
public. 

Unquestionably the statutory definition of prescription drugs is a 
substantial improvement over existing law. At present, as shown by 
the testimony of the Associate Commissioner of Food and Drugs, this 
division as between prese ription and nonprescription drugs is accom- 
plished by awkward regulations of doubtful validity. 

I might interpolate there that I have not checked Mr. Larrick’s 
testimony. If he did not express any doubt as to the validity of those 

regulations I do not intend to misquote him, that is the point. Per- 
sonally I have always had doubts as to the validity of those regulations. 

Under these circumstances a certain amount of confusion and incon- 
sistency in applying the prescription legend might be anticipated 
although the extent of confusion has actually been rel: itively insig- 
nificant. This situation has been further aggravated by a natural 
reluctance on the part of the Administration to proceed upon the basis 
of its own regulations in any case except where a clear danger to 
public health demanded action. 

With the statutory definition of prescription drugs as contained in 
H. R. 3298, a different situation will pre vail. No longer will drugs 
be measured by the standards laid down in administrative regulations 
of doubtful validity. The congressional standard must be honored by 
strict compliance. Border-line cases can be adjusted through the 
medium of discussions with the Food and Drug Administration. 

The confusion and inconsistency now present will, in our judgment, 
largely disappear. For these reasons we feel that H. R. 3298 not 
only takes care of the oral prescription and refill problem, but it also 
will eliminate confusion and inconsistency in the selection of drugs 
to be marketed under the prescription label. 

There remains for consideration the two amendments to H. R. 3298 
embodied in the joint recommendations of the industries affected. 
The first amendment would delete from clause (b) (4) the following 
language: 
or any other statement which represents or implies that the dispensing of the 
drug without the prescription of a licensed practitioner is prohibited. 

I might interpolate right there, Mr. Chairman, to call your atten 
tion to the fact that the language w mee we object to in clause (b) (4) 
was not in the original Durham bill as introduced in the House and 
one which hearings were held, nor was it in the original Humphrey 
bill. This hearing is the first opportunity any interested parties have 
had to discuss that particular language. 

If the foregoing language is deleted, clause (b) (4) will provide 
that a prescription drug must bear the legend “Caution: Federal law 
prohibits dispensing without prescription,’ while a nonprescription 
drug may not bear this legend. These requirements are definite and 
clear and would not provoke controversy or litigation. 

On the other hand, the language which we would like to have deleted 
from this clause is indefinite and ambiguous. Here you are attempt 
ing to legislate, not against particular label statements but r: ather 
against implications from those statements. 
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Differences of opinion as to whether a given label statement implies 
one thing or another are inevitable. Ambiguous language such as 
this will tend to increase confusion and controversy, not diminish it. 
Does this ambiguous language mean that any reference to consulta- 
tion with a phy sician is prohibited on the label of a nondangerous 
drug? 

There are some drugs which are labeled with dosage for adults but 
contain the statement that use by infants and children should be 
undertaken under the direction of the physician. Does such a state- 
ment represent or imply that the dispensing of the drug without a 
prescription is prohibited ? 

In the testimony of the Associate Commissioner of Food and Drugs 
at the House hearings, page 106, reference was made to an item labeled 
“Adult dose, one or two tablets as directed by a physician.” Mr, Lar 
rick, quite properly and correctly, testified that this article did not 

require a prescription. 

Then he went on to say: 

In the opinion of the Food and Drug Administration, it likewise is not legally 
labeled in its entirety because it doesn’t tell you what it is for and tell the whole 
story that the consumer would need to know. But that phase of the problem, 
Congressmen, is not involved in this particular bill * * *., 

Thus, it is clear that the original legislation, both H. R. 3298 and 
S. 1186, were not intended to deal with the problem of mh. a non 
dangerous drug labeled with a dosage statement in conjunction with 
the clause “as directed by the physician” was lawfully labeled. 

If the language which we object to in section (b) (4) is intended 
to govern the legs ality of this type of labeling, then it is clear that it 


may conflict with or modify the pone of section 502 (f) (1) 


which requires drug labeling to bear adequate directions for use. 
Surely the language referred to in clause (b) (4) should not be per 

mitted to remain in this legislation if its purpose is to require products 
to be labeled for indiscriminate use in self-medication even though 
the producer of those products does not advertise or promote their sale 
for self-treatment. 

We do not believe that this or any other legislation should encourage 
or promote self-medication by requiring the labeling of nondangerous 
drugs to bear directions for indiscriminate lay use where the product 
is not advertised and promoted for sale to the public. Where drugs 
are not held cut to the public for use in self-treatment, there is every 
reason why the label should direct the consumer to consult his phy 
sician, and there is no reason why labeling of this type should be 
confused with the particular legend, “Caution: Federal law prohibits 
dispensing except on prescr iption.’ 

To summarize this phase of the problem, permit me to make the 
following observations: Since long prior to the enactment of the 193s 
Federal Food, Drug, and Cosmetic Act, Eli Lilly & Co. has labeled 
its products “For use under the direction of the physician.” This 
type of labeling has been satisfactory to the medical profession and 
to the consumer, as is shown by an absence of complaints. 

It is difficult to devise any type of labeling that will better serve tli 
interests of public health and this, I take it, is what we are all striving 
for. If this type of labeling is to be condemned, there should first b 
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a clarification of the legislative issue and a full-scale hearing aa be 
held for the purpose of clarifying the meaning of section 502 (f) (1). 
Let’s not approach the problem obliquely by enacting a clause a 
might be interpreted to mean that the labels of nondangerous drugs 
may not contain any reference to the desirability of consulting with 
the physician. 

The amendment to section 303 (c) is offered for the protection of 
the retail pharmacist who sells nondangerous drugs over the counter 
in good faith. In my opinion it adds nothing to the } present law insofar 
as the sale of the interstate package is concerned since the present 
law affords exemption in this situation. 

The proposed amendment would. extend this exe mption to the re- 
packaging of nondangerous drugs under labeling containing the same 
directions and warnings as are contained on the interstate package. 
: erhaps this protection is implicit under the terms of the present law 
but there have never been any decisions on the question. The best 
way to settle the issue is to approve this suggested amendment and 
relieve the retailer of liability for inadequacy of the labeling of the 
manufacturer. 

In conclusion we urge the committee to approve H. R. 3298 with 
the recommended deletion from section (b) (4) and the addition of 
the amendment to section 303 (c). 

[ appreciate the opportunity of appearing before this committee 
for the purpose of submitting these views. 

Senator Lenman. Thank you very much. 

Mr. Wueecer. I might make a few further observations, Mr. Chair- 
man, 1f I may. 

Senator LenMan. Please do. 

Mr. Wueetrer. There has been a good deal of discussion here at these 
hearings of the responsibility of the manufacturer, the responsibility 
of the retailer, the responsibility of the physician but practically no 
discussion of the responsibility of the consumer. When the 1938 act 
was passed apparently the Legislature at that time did not attempt 
to divide drugs into classes and to say that these drugs must be sold 
on prescription and these drugs must not. 

Congress then assumed, apparently, that if consumers were ade- 
quately directed and warned that would be enough. Now, of course, 
we have come a long way since 1938, and we have no particular objec- 
tion to the division of drugs into prescription and nonprescription 
drugs. We do believe the test for making that division should be 
the test of potency or toxicity as is the standard in H. R. 3298. 

We also believe that Congress should recognize that the consumer 
has some responsibility along the line somewhere. 

There has been some testimony in these hearings to the effect that 
frequently a doctor will prescribe a drug or an individual buy a 
drug over the counter and decide that if 1 teaspoonful helps him 
some, 2 teaspoonfuls will help him more. 

That type of consumer might be injured. The reason he might 
be injured is because he may disregard the directions on the label. 
By the same token if a drug is labeled for use under the direction of 
a physician and the consumer buys its over the counter, it being a non- 
dangerous drug, if he disregards the label statement conceivably he 
might be injured. But of course under the legislation we are now 
(iseussing the probability of injury is held at a minimum because 
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dangerous drugs will be required to be labeled for prescription sal 
only and will be entitled to sale only on prescription. 

In considering this language of clause (b) (4), which we seek to 
have deleted, the committee should also recognize that many times 
physicians will recommend drugs to their patients rather than pre 
scribe them. Whether the physician writes a prescription for a 
product or merely tells the patient to go down to the drug store and 
vet some XYZ tablets probably depends on a good many factors. 

Among those factors are doubtless the character of this drug. If 
the drug is extremely dangerous certainly the physician will not recom 
mend its purchase over the counter. Another factor which the phy- 
sician will consider will be the type of patient he is dealing wit) 
If the patient is intelligent and well-informed he might very well 
decide to trust him to go to the drug store and buy a product ove: 
the counter and use it. 

Our company does not hold our products out to the public through 
promotionary advertising for use in self-medication, but a substan 
tial number of them are recommended by physicians and actually 
purchased by the consumer over the counter, and that is why we fee! 
so keenly in regard to this ambiguous language in clause (b) (4). 

I think it might be well, too, to summarize one or two other angles 
in regard to this so-called borderline area or where there may be 
some possibility for continued confusion. All the testimony here has 
been, we might say, unanimous to the effect that the really dangerous 
drugs there is no dispute about. 

In other words, I have reference to the ones that are really danger 
ous, the most dangerous. So there will not be any confusion as to 
those. The further you get away from that partic ‘ular type of drug 
the more evident it becomes that if there is some inconsistency, that 
inconsistency will not involve substantial risk to the public becaus: 
we start with the premise that everybody can agree on the most 
dangerous drugs. 

(nother angle that might be pointed up is the question of new drugs 
that come out. T here has been some confusing testimony as to whethe1 
the manufacturer would have enough experience to know whether it 
should be a prescription drug or an over-the-counter drug. 

Actually, of course, that testimony overlooks the fact that the type 
of labeling for new drugs will be determined by the Administrator 
under the new drug section, section 505 of the act. So there will not 
be any controversy in regard to new drugs. There will not be any 
controversy in remed to the barbiturates, they are specifically men 
tioned in the act. There will not be any controversy in regard to th 
— dangerous drugs, and I maintain with the legislative standard 

f potency what little confusion there may be in the border-line area 
W vill not involve any substantial hazard to the public. 

If you have any questions, Mr. Chairman, I will be glad to answer 
them. 

Senator Leuman. I do not have any questions. Thank you very 
much. : 

Mr. Wueeter. Thank you. 
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(After the close of the hearing the following additional comments 
re H. R. 3298 and S. 1186 were received from the witness :) 


Bui LIitty & Co., 
Indianapolis 6, U. S. A., September 21, 1951. 


Re H. R. 3298 and 8. 1186. 


Hon. Herbert H. LEHMAN, 
Senate Office Building, Washington, D. C. 


My Dear SENATOR LEHMAN: I desire to submit additional comments in regard 
to the proposed amendment to H. R. 3298 which would delete certain language 
in section B (4). This language, as presently worded, would prohibit non 
prescription drugs from being labeled with the statement “Caution: Federal law 
prohibits dispensing without prescription,” or any other statement which repre 
sents or implies that the dispensing of the drug without the prescription of a 
licensed practitioner is prohibited. 

One point in support of the amendment may have been overlooked in the testi- 
mony before the committee. That point involves the recognition that H. R. 32> 
and S. 1186 deal with exemptions from certain requirements of section 502 of the 
Federal Food, Drug, and Cosmetic Act. Under H. R. 3298 the only drugs which 
are exempted from these requirements are the class of dangerous drugs which 
must bear the statement: “Caution: Federal law prohibits dispensing without a 
prescription.” With respect to all other drugs, the primary exemption afforded 
by H. R. 8298 has no application whatever and accordingly such drugs are subject 
to the requirements of section 502. 

If it is kept in mind that the purpose of the legislation now pending before the 
committee is to create exemptions and not to affect or enlarge upon the positive 
requirements of section 502, it is clear not only that there is no need for the 
language which the proposed amendment to section B (4) would have stricken 
out, but also that the retention of that language may actually have the effect of 
modifying or expanding the requirements of section 502. 

Nothing in H. R. 3298 or S. 1186 would exempt nonprescription drugs from 
bearing “adequate directions for use,” as required in section 502 (f) (1) of the 
act. This requirement under section 502 (f) (1) was deemed by Congress when 
the 1938 act was adopted as being adequate for the protection of consumers 
There is no reason, in legislation which deals with products which are to be 
exempt from certain labeling requirements, to go further and include affirmative 
labeling requirements for products which are not exempt from the other labeling 
requirements of the act. Yet this is actually what the objectionable language in 
section B (4) would do. It would purport to establish an affirmative require 
ment for the labels of drugs which are not in any manner exempt under the 
provisions of H. R. 3298 or S. 1186. 

In conclusion, may I add that unless this language be stricken from section B 
(4) it may have the result of making unlawful an ethical labeling policy which 
has been in effect for 75 years and which has been eminently satisfactory to the 
medical profession and to the consumer, If this policy is to be stricken down by 
legislation, surely no action should be taken without more thorough consideration 

We appreciate the opportunity of submitting these additional views. 

Very truly yours, 
WALTON M. WHEELER, JR. 


Senator Lenman. Dr. Leake ? 


STATEMENT OF DR. JAMES P. LEAKE, WASHINGTON, D. C. 


Dr. Leake. Thank you, Mr. Chairman. 

Senator Lenman. I think you wanted to make some brief com 
ments. Dr. Leake for many years was one of the heads of the Publi 
Health Service. 

Dr. Leake. Mr. Chairman. I am Dr. James P. Leake of Washing 

D. C. I come, Mr. Chairman, merely as a medical man not 
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representing anyone and had no intention of testifying until today 
when it seemed to me that some points had not been covered either in 
the hearings before the House committee or so far as I had heard 
before your committee, sir. 

Among the drugs which physicians use, are those in the United 
States Pharmacopeia, those in the National Formulary, those which 
have been accepted by Dr. Stormont’s Council of Pharmacy and Chem- 
istry, and other drugs; and among those drugs there are divisions 
which the physician should know about, which drugs are under the 
control of the Federal Narcotics Act, for example, and which drugs 
are under the Food, Drug, and Costmetic Act, section 502 (d), as 
habit-forming drugs. 

There are also other medicaments under the control of the Bio- 
logics Division of the National Institutes of Health. But what drugs 
a physician can use only on writing a prescription, and what drugs 
he can tell his patients to go to the drug store and buy over the counte 
is a most important distinction for the physician, and this distinction 
is not clear. I found on inquiring at the Food and Drug Admin- 
istration that there was no such list and that they could make no 
such list. 

I see on studying the law why they cannot do so, because each man 
ufacturer has the right to determine this for his own products, prac- 
tically speaking. How that will apply to new drugs I am not sure. 
The drug manufacturer submits an application with labeling. How 
that will fit in as looked over by the Food and Drug Administration 
as to policies of what should be only prescription “drugs and what 
should not. I do not know. Some 3 months ago while this was under 
consideration before the House committee, and I asked the president 
of one of the most important drug manufacturing companies if i 
would not be possible for the drug manufacturers themselves to agree 
on such a list so that you would not have, as was shown before you 2 
days ago these various divergencies of labeling of the same drug 
which any physician might desire for his patients. If they get it at 
one pharmacy where the purchase was made from one manufac ae 
company it would be labeled as sold under prescription only, ut 
another pharmacy from another manufacturing company, it woud be 
labeled so as to be sold over the counter. An agreement on such a 
list on the part of the manufacturers who have shown their high 
sense of responsibility to the public, would be satisfactory as an initial. 
tentative, and rapid solution. 

This president said that was impossible, the manufacturers could 
not agree on such a list at all. I appreciate some of the reasons. 

Some firms, as Mr. Wheeler perhaps indicated, do cater entirely to 
physicians and others distribute particularly for more general sale 

To be brief, a list is essential to my mind for the consistent practice 
of medicine: the prosecutions under that list should be such that a 
given drug, no matter whether it was made by a firm represented here 
or by a firm which is not a member of any one of these organizations. 
should be equally subject to prosecution if they did not have we 
proper label. and there should be some continuing, independent, an 
fully qualified control over such a list other than, or in addition to. 
the manufacturer’s control. 

Thank you. 
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Senator Leuman. Thank you very much, Doctor. Will Dr. Vol- 
wiler come forward, please ? 


STATEMENT OF DR. ERNEST H. VOLWILER, PRESIDENT AND GEN- 
ERAL MANAGER, ABBOTT LABORATORIES, NORTH CHICAGO, ILL. 


Dr. VotwiLer. Mr. Chairman and gentlemen of the committee, my 
name is Ernest H. Volwiler. Iam president and general manager of 
Abbott Laboratories, North Chicago, HL. and I testify here on its 
behalf. 

We, the management of Abbott Laboratories, are keenly aware of 
the tremendous responsibilities which we, as drug manufacturers, 

nust assume in all matters relating to public health. We follow and 
review with interest legislative developments relating to the manu 
facture, distribution, and sale of drugs. In the past we have sup 
ported such legislation as, in our opinion, was considered necessary or 
desirable to protect the public health, and we have opposed legisla 
tion Which did not conform to this standard. Similarly with the pro 
osals, S. 1186 and H. R. 3298, now before this committee. our basi 
oncern is Whether the manner in which they amend the Federal Food, 
Drug, and Cosmetic Act is primarily for, and of benefit, to the gen 
eral public welfare. 

It is my understanding that S. 1186 and H. R. 3298 have as their 
broad objectives in amending the Federal Food, Drug, and Cosmetic 
\ct, the following: First, specifying the conditions under whieh writ- 
ten and oral prescriptions may be filled and refilled, and second, estab 
shing a basis for determining which drugs are to be available for 
self-medication and which drugs may be dispensed solely on a pre- 
scription basis. 

The provisions in 8. 1186 and H. R. 3298 relating to filling and 
refilling of written and oral prescriptions are identical. The need for 
egislation incorporating such provisions was prompted by a pro- 
ouncement by the Food and Drug Commissioner that under the pres- 
ent law a prescription could not be refilled unless it were specifically 
thorized in writing, even though the drug specified in the prescrip- 
tion could be purchased without limitation if requested by name. In 
ismuch as the pharmacist has traditionally exercised his professional 
udgment in refilling prescriptions, a situation was created under 
vhich the pharmacist found it difficult to dispense the medication 

intended or requested by a physician without potentially violating 
ie law. To clarify this situation the proposals before this commit- 
tee relating to this problem are designed to amend the law so as to 
permit the greatest freedom in prescription practice possible, with 
lue regard for the general public welfare. While this portion of 

1186 and H. R. 8298 is of primary concern to the physician and 
harmacist, we understand that the members of the me st al and phar- 
iaceutical professions support its objective. We therefore recom- 
end that it be favorably acted upon by this committee, 

The controversial portion of this proposed legislation is found in 
‘. 1186. It establishes a new procedure for determining which drugs 

‘to be available for self-medication and which drugs may be dis- 
aan solely ona pees ription basis. It is here that the provisions of 
». 1186 and H. R. 8298 radie ally differ. Under the present law. the 
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Federal Security Administrator has by regulation provided that thos 
drugs which may be used safely only under the direction and super- 
vision of a physician must carry the prescription legend and there 
fore may be dispensed only on a prescription basis, while all othe: 
drugs are to be available for self-medication. 

This provides a standard under which the manufacturer has the 
primary responsibility for proper and adequate labeling of its prod 
ucts. This responsibility is discharged by the manufacturer by con 
sultation with its pharmacologists and medical advisers, and, in many 

cases, with the council on pharmacy and chemistry of the America) 
Medical Association, and with the Food and Drug Administratio: 
If under the present law the administrator concludes that the lab: 
of a given drug does not indicate the proper mode of dispensing, th 
act provides him with ample authority to correct the situation. 

Senator Lenman. Is Mr. Larrick here? Mr. Larrick, under whai 
section of the existing law is the administrator given authority to cor 
rect the situation if he concludes that the label of a given drug does 
not indicate the proper mode of dispensing? That would require « 
lawsuit ? 

Mr. Larrick. It would require a iawsuit. 

Senator Leuman. He would not be able to do it on his own initia 
tive? 

Mr. Larrick. No, sir; he has to go before a court and try it ow 
before a jury in each instance. 

Dr. Votwiter. Correct. 

Furthermore, it is worth emphasizing that all new drugs com 
under special provisions of the present act. Consideration of over- 
the-counter or prescription labeling proposed by a manufacturer 
now the prerogative of the Food and Drug Administration whe 
deciding whether to mi ake a new drug application effective. 

In general, H. R. 3298 enacts into law that which is presently co 
tained in the regulations and thereby sets out an objective legislativ 
standard to which the manufacturer must continue to adhere in th 
labeling of its products. This procedure has proved effective a 
satisfactory in the past and with vigorous enforcement should continue 
to do so in the future. 

We favor this provision in H. R. 3298 because under it the Admn 
istrator may limit such drugs as are not safe for self-medication t 
prescription dispensing, and in case of disagreement between t! 
manufacturer and the Administr: a the issue of misbranding woul 
be adjudicated before an impartial tribunal. 

S. 1186, however, delegates to the Federal Security Administrat: 
comple te authority to determine which drugs are to be available fi 
self-medication and which drugs may be dispensed only on a pr 
scription basis. In the exercise of this power the only restraint in 
posed upon the Administrator is that of public hearings, if requested 
by any interested person, with an opportunity for appeal to the cour 
on the sole issue of whether there was “substantial evidence” to su 
port the Administrator’s findings. With a standard as broad and : 
vague as that contained in 8. 1186, it would be a rare occasion iadosd 
for any court to disturb the Administrator’s findings. 

In justification of this broad grant of power, it is alleged that und 
the present law one manufacturer will label a drug for prescriptio 
sale only while another manufacturer will label a similar drug f 
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elf-medication. The present law, and that proposed by H. R. 5298, 
contain ample remedies for the Administrator to utilize in correcting 
such a situation, if a vigorous enforcement policy is adopted. ‘That 
the present law is adequate to protect the general public welfare was 
admitted by a representative of the Food and Drug Administration 
at the public hearing before the House Committee on Interstate and 
Foreign Commerce. This delegation of power is, in our opinion, not 
in the interest of the general public health. 

We, therefore, recommend that this committee favorably report on 
the broad objectives contained in H. R. 3298 and reject the provision 
in S. 1186 which contains the broad delegation of power to the Federal] 
Security Administrator. 

I should like to add, Mr. Chairman, that we favor the adoption of 
these two amendments which have been suggested. 

Senator Lenman. I want to ask you one question. I want to make 
t very clear that my question does not necessarily indicate any point 
of view on my part on this subject. Objection has been raised to the 
administrative power which the bill would give to the Food and Drug 
\dministration to list some 30,000 drugs and to determine the efficacy 
of the drugs. 

Now I can see perfectly well that listing 30,000 drugs would mean 
a very great task and possibly increase the burden not only of the 
manufacturers but of the pharmacists as well. I can also see that 
there might be a very strong argument against any Government 
agency or any agency save that of the highest medical competence 
passing on the efficac vy of drugs. 

I would like to have you point out where the complications would 
ensue if the administration were given the right to analyze and pass 
on and take testimony with regard to the toxicity of a drug or with 
regard to its general danger to the public and then make a ruling, with 
regard to that drug or compound, the ruling and determination, of 
course, being subject to an appeal. 

Today when there is a question raised in the mind of the Admin- 
strator with regard to the public interest in connection with any drug 
or compound he has to go and get an injunction, in other words, test it 
out In court. 

The proposition I am raising for discussion would provide that 
llirmative action might be taken by him with regard to a specific drug 
or compound, subject to appeal by the manufacturer or the pharma- 
cist. In your opinion would that substantially complicate the situa- 
tion? Iam not sure that I make myself entirely clear. 

Dr. Voiwiter. There are, sir, several phases to your question. In 
the first place, the number of « lrugs involved in this borderline bet ween 
the drugs which are really toxic and dangerous, and those which are 
not of real potential danger encompasses a relatively limited list of 
products, and there we have to depend upon the pharmacologic testing 
followed by the clinical testing. 

[ do not. believe that under the present law the situation is difficult 

n the administration and control of such products because the means 
ire available for the Drug Administration to proceed against those 
products which may have potentialities for harm to the public health. 

Senator Leuman. Well, I agree with you that the field would be 
very small, but under the present statute, in order to stop the sale of a 
drug which is in question, the Administrator has to start suit against 
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not necessarily just one or two or three people, but possibly against 
a great many people. Such suits might drag out indefinitely to the 
very great detriment of the public. ‘Under the proposition which | 
have described, that would not happen. 

The Administrator would come to a preliminary determination that 
the safety of the drug was questionable or representations : 
that effect might be made to him and he would look into them and i 
he found the sale of that drug should be stopped, either per ementh 
or temporarily, he could do so, subject to appeal. 

It would seem to me that this might be a much simpler procedure 
without doing any real harm, as far as I can see, to the manufacturers, 

Dr. Votwiter. Senator, that would amount to stopping a sale by 
injunction rather than by bringing court action, would it not? 

Senator Leman. Yes, it would mean the summary stopping of the 
sale of the article until investigation could be made; that is perfectly 
true. 

But the other way, the sale of the article under suspicion can go on 
and on, maybe for 2 or 3 years until a judicial determination can be 
had. 

It would seem to me that the proposition I have advanced is worth 
while considering. 

Dr. Votwiter. It seems to me, that the Food and Drug Administra- 
tion has at hand at the present time the means for stopping the sale 
of dangerous drugs where they are shown to be dangerous by pharma. 
cologic and clinical test. 

Senator Lenman. Mr. Larrick, let me ask you this question. 

Mr. Larrick. Yes, sir. 

Senator Leman. Suppose the Abbot Laboratories and nine other 
laboratories make a certain product and the Administration is in doubt 
with regard to the safety of its use—not with regard to its efficacy, 
which I think is quite different. Suppose you go to these labora- 
tories, and the Abbot Laboratories, being a highly dependable con- 
cern, says it will withhold the product from sale, but the other nin 
do not do so. What recourse do you have ¢ 

Mr. Larrick. We have to sue each one of the others separately, 
and each one has the right to take its case to the court of appeals and 
Supreme Court until it is finally decided in the Supreme Court. 

Dr. VoutwiLer. Senator, if it is a case of real danger, the Food and 
Drug Administration can seize the product that 1s on the market 
and in that way it has an effective weapon against the continued 
sale of that kind of product. 

Mr. Larrick. I would like to emphasize that most of them in this 
room have been excellent, but there are many firms that will no! 
follow advice and we cannot get together with, and to seize a produ 
at 50,000 retail drug stores is not very practical, Dr. Volwiler. 

Senator LenmMan. Thank you, Dr. Volwiler. 

Dr. Votwiter. Thank you. 

Senator Lenman. Mr. John Hammer? 
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STATEMENT OF JOHN L. HAMMER, JR., VICE PRESIDENT, SMITH, 
KLINE & FRENCH LABORATORIES, PHILADELPHIA, PA. 


Mr. Hammer. Mr. Chairman, I am John Hammer, vice president 
of Smith, Kline & French Laboratories, of Philadelphia. 

We manufacture pharmaceutical products which are promoted and 
distributed through professional channels to the druggist and 
physician. 

My purpose in asking for the opportunity to appear here was to 
discuss at some length our reason for opposing the establishment 
of an administrative list of prescription-only drugs and the use 
of efficacy as a criterion for the determination of such drugs, whether 
by administrative or objective means. 

However, in view of the great mass of testimony that has already 
been presented, I will spare you further by merely placing in the 
record our wholehearted endorsement of the testimony previously 
given by Mr. L. D. Harrop, counsel for the American Drug Manu- 
facturers Association, which explained in detail our reasons for this 
opposition, 

Thank you. 

Senator Lenman. Is Mr. Judson D. Ryon, of the National Dietary 
Food Association of Wilmington, Del., here? 

Apparently he is not here. I want it noted in the record that he was 
called. 

Mr. Larrick, will you take the stand again, please? I would like 
to ask you a few questions. 


STATEMENT OF GEORGE P. LARRICK, DEPUTY COMMISSIONER, 
FOOD AND DRUG ADMINISTRATION, FEDERAL SECURITY AGENCY, 
WASHINGTON, D. C.—Recalled 


Mr. Larrick. Yes, Senator. 

Senator LenmMan. You testified yesterday that there were certain 
products that contained elements of danger? 

Mr. Larrick. Yes, sir. 

Senator Lenman. I think you mentioned methyl testosterone / 

Mr. Larrick. Yes, sir: methyl testosterone. 

Senator Lenman. Do you know whether there are other such 
products ? 

Mr. Larrick. There are. 

Senator LEHMAN. Can you enumerate them? 

Mr. Larrick. I cannot, but I will be glad to supply those for the 
record. 

Senator LenmMan. Would you mention when those came to your 
attention ¢ 

Mr. Larrick. We had a question, for example, after the 1938 act be 
came effective, of thyroid, one of its uses being for weight reduction. 
It was sold over the counter in the form of a proprietary medicine. 

In that case it took us years to have the courts pass on whether it 
Was proper for sale as a packaged medicine. 
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We have numerous other instances that I would be glad to place in 
the record. 

Senator Lenuman. Would you please do that. 

Mr. Larrick. Yes, sir. 

(The material referred to is as follows:) 


FEDERAL SECURITY AGENCY, 
Foop AND DruG ADMINISTRATION, 
Washington, D. C., September 17, 1951. 
Lion. HerBert H. LEHMAN, 
United States Senate, Washington, D. C. 


DeaR SENATOR LENMAN: On September 13 at the conclusion of the testimony 
on 8. 1186 and H. R. 3298 you requested the Food and Drug Administration to sub- 
mit a statement dealing with the effectiveness of the present Food, Drug, and 
Cosmetic Act in removing dangerous drugs from the market from the standpoint 
of the time required to accomplish this objective. You understand that this would 
be done through the litigation process now authorized which requires a separate 
action against each drug of each manufacturer. 

Thyroid extract is a potent drug which is useful in the hands of physicians in 
treating hyperthyroidism. The drug, however, has been popular as a remedy for 
obesity. When used without medical supervision it is quite dangerous. There 
were on the market a number of medicines for self-use containing this ingredient. 
The largest business was done by the Raladam Co., of Detroit, Mich., who sold 
a thyroid-containing medicine known as Marmola prescription tablets. 

On April 11, 1939, the United States attorney for the western district of Wis- 
consin tiled at our request a libel against a consignment of this product on the 
principal charge that it was dangerous to health when used as recommended in 
the labeling. For various reasons, including the preoccupation of the court with 
a heavy docket, the disposition of the case was delayed. Many physicians of 
eminence testified in behalf of the Government. At the conclusion of the testi- 
mony the court took the case under advisement. The court entered judgment 
in favor of the Government on February 238, 1948, almost 4 years after the case 
was filed. The judgment stated: “The court is thoroughly convinced, by a 
preponderance of the evidence, that Marmola, when used as prescribed in the 
labeling thereof, is neither a safe, appropriate, nor an efficient remedy for 
obesity ; that it is dangerous to the health of the user when used in the dosage or 
with the frequency and duration prescribed, recommended or suggested in the 
labeling thereof; * * *” 

Judgment of condemnation was entered, but on June 22, 1948, the case was 
appealed to the United States Circuit Court of Appeals for the Seventh Circuit. 
On May 4, 1944, the circuit court affirmed the judgment of the district court. 
The case was finally terminated when a writ of certiorari to the Supreme Court 
was denied on October 9, 1944. 

Through the court procedure now authorized in the Food, Drug, and Cos- 
metic Act it required 54% years before the question whether this firm's thyroid 
was dangerous was finally decided. 

Numerous other seizures of the same product which had been filed after the 
first judgment for the Government, between May 38, 1948, and July 1944, were 
subsequently terminated by default decrees between November 3, 1944, and De- 
cember 18, 1944. The distribution of Marmola was thereupon discontinued. 

The legal actions involving Marmola are dealt with in the attached Notices 
of Judgment 1251 and 1252. 

Various other medicines intended for self-administration in the treatment of 
obesity were on the market. Various libels were filed between June 13, 144, 
and September 28, 1944, in Michigan, Ohio, and North Carolina, against ship 
ments of “laxative and thyroid tablets” made by the Carolina Chemical Co., 
of Charleston, 8S. C. This was after we had won the Marmola case in the court 
of appeals. 

These cases were terminated by default and judgments of condemnation were 
entered between October 7, 1944, and December 12, 1944. Notice of Judgment 
1408 is attached dealing with this product. 

The Sekov Corp., of Hollywood, Calif., was engaged in distributing thyroid 
containing medicines designated by such names as “Sekov,” “Sekov Reducer,’ 
“Sekov Reducer for Men,” “Sekov Formula P,” “Sekov Formula R,” and ‘“Sekoy 


my 


Formula T 
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On July 21, 1941, a libel was filed in Texas alleging that certain Sekov prepara 
tions were dangerous to health by reason of their content of thyroid. The 
claimant filed an answer and motion for removal of the case to the southern 
district of California for trial. 

On September 18, 1941, the court denied the motion. 

On April 18, 1942, the case came to trial in Houston, Tex. A judgment of 
condemnation was entered on May 28, 1942. 

The claimant appealed to the Fifth Cireuit Court of Appeals. On December 
&, 1943, the judgment of the district court was affirmed. 

The elapsed time from the filing of the libel to the affirmation of the decree 
of condemnation was more than 2 vears and 8 months. 

After the entry of the decree by the trial court in the seizure action, an uc 
tion Was brought in the southern district of California, on April 17, 1943, for an 
injunction against the Sekov Corp. and its oflicers to prevent continued distribu 
tion of the thyroid-containing preparations. A temporary injunction was denied 
on May 3, 1943. On June 25, 1948, a decree of injunction was filed ordering the 
defendants forever restrained and enjoined from introducing into interstate 
commerce any of their dangerous products. 

The court in its decision included the following findings : 

“(4) That on July 21, 1941, a libel had been filed in the District Court of thi 
United States for the Southern District at Houston, Tex., against capsules sim 
ilar to those aforesaid, and on May 2s, 1942, final judgment was entered ordering 
the libeled articles destroyed. On June 5, 1942, a little more than a month afte: 
the decision of the Texas court, the defendant shipped to Houston, Tex., a stock 
of drug products similar to those condemned by the Texas court, and a libel was 
filed by the United States against this shipment on July 29, 1942, to which an 
answer was filed by the Sekov Corp. At the pretrial hearing on October 24, 
1942, counsel for the claimant, the Sekov Corp., agreed to stipulate that the facts 
alleged in the libel were true, excepting the question of misbranding. On or 
about January 8, 1945, the defendants, trading as Sekov Studios, shipped six 
cartons of Sekov to Reno, Nev., labeled "Manufactured for—Packed by—Sekov 
Corp.,”’ and a libel was filed against this shipment on March 6, 1948, in the Dis 
trict Court of the United States for the District of Nevada. 

“(5) That the products were dangerous to health when used in the dosage and 
with the frequency and duration prescribed, recommended, or suggested in t 
labeling * * °. 

“(6) That the defendants had attempted and were still attempting to circu 
vent the protection intended to be given for the health and welfare of the 
public, and that the Government had endeavored to have the defendants refrais 
from shipping the aforesaid products in interstate Commerce, without success, 
over a period of years, and, by reason of the failure of the defendants to refrain 
from shipping the products, it became necessary for adequate protection to the 
general public that the defendants be forever enjoined from = shipping such 
misbranded products in, or introducing or delivering them for introduction 


~ 


Lie 


nto, interstate commerce to be used as food or drugs.” 

The litigations to stop the sale of these dangerous thyroid-containing medi 
cines were in the courts from 2 pril 1939 to December 1944, a period of 5! yeurs 

Competent medical authorities established the fact some years ago that the 
drug aminopyrine is not safe for use in self-medication because it frequently 
causes destruction of some of the components of the blood. This condition if 
hot promptly and adequately treated results in death. The attached Notices of 
Judgment 8, 9, 12, 13, 14, 15, and 18 deal with seven separate legal actions which 
were required to stop the interstate distribution of a number of proprietary 
inedicines containing the dangerous drug aminopyrine. The first action was 
filed on July 7, 1938, and tinal court decree was entered in August 1939, a period 
of 1 year and 1 month. 

Promptly after the passage of the Federal Food, Drug, and Cosmetic Act on 
June 25, 1938, the Food and Drug Administration undertook an investigation 
of the drugs on the market that might he in violation of the section of the law 
relating to dangerous drugs. The conclusion was reached that certain headache 
preparations providing in the recommended dosages excessive amounts of acetan 
ilid and potassium bromide (or sodium bromide) were inimical to the public 
health. It was necessary to bring this matter to the attention of the courts 
through individual court actions involving each product. 

Seizure actions were instituted involving a number of such drugs, namely, B-C 
headache powders, Stanback headache powders, Goody’s headache powders, 
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Bb. B. headache powders, Head-Lyte, Dixie fever and pain powder, E. E. powders, 
and Bromo-Seltzer. 

Eight consignments of Bromo-Seltzer were seized during March 1939. The 
Emerson Drug Co., manufacturer of Bromo-Seltzer, petitioned the court in the 
southern district of New York for consolidation of the libel proceedings. This 
motion was granted on March 31, 1939. An amended libel was subsequently 
tiled and on August 30, 1939, the claimant filed an answer denying that the article 
was dangerous to health as alleged. The case did not actually come to trial on 
its merits because the firm decided to modify the formula for the item in such a 
fashion as to avoid the dangerous-to-health charge. The amounts of acetanilid 
and bromide were reduced to such a point that the article, if taken in accordance 
with the directions on the label which strictly limited the recommended intake, 
Was not subject to the charge that it was dangerous to health. The claimant 
thereupon withdrew its answer, informing the court of its decision to revise the 
formula for future use. 

It required 10 months from the filing of the libels to effect termination of the 
action. Notice of Judgment 81 recites the essential details. 

Actions against the other products mentioned were terminated without contest 
as is shown in the attached Notices of Judgment 1, 2, 3, 4, 5, 6, and 7. 

These are examples of legal actions which show that the present Food, Drug, 
and Cosmetic Act requires a multiplicity of time-consuming legal actions to pro 
tect the public against dangerous drugs. While the litigation is pending the 
distribution of the drug ordinarily continues, 

Sincerely yours, 
Gero. P, LARRICK, 
Deputy Commissioner of Food and Drugs 


NOTICES OF JUDGMENT UNDER THE FEDERAL Foop, DrvuG, AND COSMETIC ACT 


DRUGS ACTIONABLE BECAUSE OF POTENTIAL DANGER WIIEN USED ACCORDING TO 
DIRECTIONS 


(Issued October 1945) 


1251. Misbranding of Marmola Prescription Tablets. U. S. v. 62 Packages of Marmola Pre- 
scription Tablets. Tried to the court. Decree of condemnation and destruction; 
affirmed on appeal to the Circuit Court of Appeals. Petition for writ of certiorari denied 
by the Supreme Court. (F. D. C. No. 219. Sample No. 48304—D.) 


On April 11, 1939, the United States attorney for the Western District of 
Wisconsin filed a libel against 62 packages of Marmola Prescription Tablets at 
La Crosse, Wis., alleging that the article had been shipped on or about March 17, 
1939, by the Raladam Co., from Detroit, Mich.; and charging that it was mis- 
branded. On January 8, 1940, an amended libel was filed. 

Examination showed that each tablet of the article contained thyroid 0.57 
grain, extracts of plant drugs including an iodine-containing plant such as 
bladder-wrack, 0.8 grain, and a laxative drug such as cascara sagrada, flavored 
with essential oils and ginger. 

The article was alleged to be misbranded (1) in that it was dangerous to 
health when used in the dosage or with the frequency or duration prescribed, 
recommended, or suggested in its labeling; (2) in that its labeling was false 
and misleading since it falsely represented that the article was a safe and appro- 
priate remedy for obesity, and since it failed to reveal the following facts mate 
rial with respect to the consequences which might result from the use of the 
article under the conditions of use prescribed in the labeling, that is, that the 
article, when taken in the dosage prescribed in the labeling and for the duration 
therein set forth, might cause cardiac irregularities, muscular weakness, endo 
erine disturbances, and injurious effects resulting from increased metabolism, 
and might otherwise adversely affect the normal functioning of the human body 

On October 18, 1941, the Raladam Co. having appeared as claimant and filed 
its answer, the case came on for trial before the court without a jury. At the 
conclusion of the testimony, the court took the case under advisement and, after 
consideration of the briefs of counsel subsequently submitted and of the evidence 
admitted at the trial, handed down, on February 23, 1943, the following memo- 
randum opinion: 

STONE, District Judge: “This is a libel for condemnation, under the provisions 
of the Federal Food, Drug & Cosmetic Act of June 25, 1938 (¢. 675, 52 Stat. 1040: 
Title 21 U. 8S. C. A. § 301 et seq.) of 62 packages of Marmola Prescription Tablets 
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which had been transported in interstate commerce from Detroit, Michigan, to 
La Crosse, Wiscousin, by the intervener, the Raladam Company. The libel 
charges that the Marmola Tablets under seizure were misbranded within the 
meaning of Section 502 (j) of said Act (21 U.S. C. A. 352 (j) ) in that the article 
is dangerous to health when used in the dosage or with the frequency prescribed, 
recommended, or suggested in the labeling thereof, and within the meaning of 
Sections 502 (a) and 201 (n) of said Act (21 U.S. C, A. 352 (a) and 321 (n) ) in 
that the labeling is false and misleading because it fails to reveal facts material 
with respect to consequences which may result from the use of the article under 
the conditions of use prescribed therein. 

“The Raladam Company intervened in this action as claimant of the seized 
article, and answered denying the allegations in the libel, and alleged that Sec- 
tions 201 (n) and 502 (a) of said Act (21 U.S. C. A. 321 (mn) and 352 (a) ) were 
not in force at the time of the alleged violation; that the Federal Fuod, Drug, 
and Cosmetic Act and each section thereof relied upon by the Government in these 
proceedings, is unconstitutional for the reasons (a) it provides for unlawful 
search and seizure; (b) it is too indefinite and uncertain in its provisions; and 
¢) that said sections contemplate or constitute an unlawful delegation of legis- 
ative powers, all in violation of Articles I, II, and III of the Constitution of the 
United States. 

“The parties stipulated that the tablets seized had been transferred in inter- 
state commerce ; that the Marmola Prescription Tablets contained the following 
ingredients : 


1 grain Extract Bladderwrack 
1/2 grain Extract Phytolacca 
1/4 grain Extract Cascara Sagrada 
Rx. 87 Spec. 
1/2 grain Desiccated Thyroid 
16/1000 min. Oleoresin Ginger 
Po. Saccharum special 
8 grains Calcium Carbonate Precipitated 
1/24 min. Methyl Salicylate 
1/24 min. Oil Anise 
1/24 min. Oil Sassafras 
Tale Brown 
Ivory Black 
Aqua for Extracts 
Po. Burnt Umber 
Red Oxide of Iron 
Syrupus Simplex 
Lubricating Solution 
Aqua for Granulating 
Liquid Petroleum colorless. 


“They further stipulated as follows: 

‘4. These tables were manufactured for the Raladam Company by the 
Arner Company, Inc., from ingredients furnished by Parke, Davis & Company 
and Parke, Davis & Company has either supplied the active ingredients for or 
actually manufactured Marmola Prescription Tablets for more than twenty 
(20) years preceding the commencement of these proceedings, during which 
period over Twenty Million (20,000,000) packages have been sold by the 
Raladam Company. 

‘>. During the past twenty (20) years no change has been made in the in- 
gredients or in the amounts thereof used in Marmola Prescription Tablets 
except that during the last World War when Cascara Sagrada was tem- 
porarily unavailable 144 grain phenolphthalein was temporarily substituted for 
the 144 grain of Cascara Sagrada in the Marmola formula. 

‘6. The % grain of Desiccated Thyroid contained in each Marmola Pre- 
scription Tablet is and was at all times during the last twenty (20) years a 
product of Parke, Davis & Company, and during all of said time all Desiccated 
Thyroid manufactured and sold by Parke, Davis & Company, which amounts to 
many millions of grains annually, has contained approximately fifty percent 
(50%) more Organic Iodine than the mean average for Desiccated Thyroid as 
specified in the United States Pharmacopoeia. 

‘7. The only ingredient of Marmola Prescription Tablets that is involved 
in this action is the % grain of Desiccated Thyroid contained in each tablet.’ 
“The following provisions of the Federal Food, Drug, and Cosmetic Act are 

hvolyed in these proceedings : 
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“Section 201, 52 Stat. 1040 (21 U. S.C. A. 321): 

‘(g) The term “drug” means (1) articles recognized in the official United 
States Pharmacopoeia, official Homeopathic Pharmacopoeia of the Unit 
States, or official National Formulary, or any supplement to any of them; and 
(2) articles intended for use in the diagnosis, cure, mitigation, treatment, or 
prevention of disease in man or other animals; and (8) articles (other thar 
food) intended to affect the structure or any function of the body of man or 
other animals; and (4) articles intended for use as a component of any article 
specified in clause (1), (2), or (8); but does not include devices or their 
components, parts, or accessories.’ 

‘(n) If an article is alleged to be misbranded because the labeling is mis 
leading, then in determining whether the labeling is misleading there shall be 
taken into account (among other things) not only representations made or 
suggested by statement, word, design, device, or any combination thereof, bur 
facts material in the light of such representations or material with respec 
to consequences which may result from the use of the article to which the 
labeling relates under the conditions of use as are customary or unusua 
“Section 304 of the Act (21 U. S. C. A. 334), which pertains to the method 

of seizure and disposition of misbranded food and drugs moving in interstate 
commerce ; and Section 502 (21 U.S. C. A. 352) which reads in part as follows 

‘A drug or device shall be deemed to be misbranded 

‘(a) If its labeling is false or misleading in any particular. 

‘(j) If it is dangerous to health when used in the dosage, or with the 
frequency or duration prescribed, recommended, or suggested in the labeling 
thereof.’ 

“Section 902 of the Act provides for the effective date of the Act, and reads i 
part: 


* That sections 502 (a), 505 and 601 (a), and all other provisions 
of this Act to the extent that they may relate to the enforcement of su 
sections, shall take effect on the date of the enactment of this Act * 

which was June 25, 1938. 
“Section 201 (b) (21 U. S. C. A. 321 (b)) defines interstate commerce 
follows: 
‘The term “interstate commerce’ means (1) commerce between any State | 


* * 


Territory and any place outside thereof * * * 

“The labeling involved consists of the printed matter found on the box co: 
taining the Marmola lrescription Tablets and in the booklet accompanying sam: 
The portions that are material to the disposition of the issues herein are 
follows: 


(On Box) 
Directions 


Take one tablet before each meal and at bedtime with enough water to swallow eas 
or as directed by a physician Marmola is recommended only as a treatment for ad 
fat persons whose excess fatness is caused by hypothyroidism with accompanying subnorn 
metabolic rates but who are otherwise normal and healthy. Marmola should not be tx! 
by persons suffering from any abnormal condition except abnormal excess fat caused 
above stated We make no diagnosis as that is the function of your physician, who 
be consulted for that purpose. Marmola is not recommended for children. Before tah 
be sure to read enclosed circular 


(In Booklet) 


The Purpose of Marmola 


Marmola prescription tablets have been sold to the public for more than thirty years 
more than twenty million boxes have been distributed during that period. Marmola 
not sold as a cure-all. It is intended for use only by obese (Obesity is the term, use: 
the medical profession for an excessive development of fat throughout the body) pers 
who are otherwise normal and healthy and whose obesity is caused by hypothyroidis 
with accompanying subnormal metabolism, and our statements and representations n 
herein or otherwise are strictly limited to this treatment under these conditions 
according to the dosage as recommended. We do not make any diagnosis as that ist 
function of your physician, who must be consulted for that purpose. Marmola sho 
not be taken by persons suffering from any abnormal condition except obesity (abnor! 
excess fat) caused as above stated. The complete formula will be found on page 2 
Purchasers who decide or are advised they do not need Marmola may obtain refund of t! 
purchase price of any unused package by returning it to the Raladam Company at Detro!! 
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Important Directions 
First 


fake one Marmola tablet before each meal and one at bedtime four 
regularly. 
Second 


For best results we recommend iat Varmola be used as 
»ninety days if needed that 1 
Varmolea is intended to be us¢ isa week-by-week treatment 
cause rapid reduction of weight Most authorities advise a moderate 
«» the body and skin may adapt themselves to the changed conditions 
rhe rate of reduction differs with individuals Habits also affect it 
pear rapid, to others slow No food, drug, or other substance which 
| effect may be taken internally or applied externally without the possi 
harmful results in some persons if they happen to be constituted 
ite the food or other substan Such a condition cannot alway 
phvsicians or others If ai easi effects are experiel d 


ippear, tl . ‘ n ne-half of the forme 
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’ ‘ That 
blished in this little book 


Che idea that excess fat is alway l solely to laziness or gluttony has been d 


ience. One may be active and eat moderately and still grow fat if a deficiency exists 
causes too much food to be converted int instead of eners 
mola is a time-tested aid to correct this basic cause of the abnormal excessive 
mulated by reason of the deficiency it is designed to correct here 
izing results \ mere hot bath might bring greater quick 


much water from the systen it such loss in weight 
VWarmola aims at the basic cau nd supplies a deficiency 
whenever this deficiency exists rh Varmola pre ription is compou 
is medical laboratory and every ingredient and e , reentage has been 
of experience 
When to Stop 


Varmola when your weight comes down to normal \ table in this booklet tells 
iverage weizht of persons of your height and axe Your ideal weig 
or less than the average. But you are the best judge of the weight at 
the st and are most efficient Stop taking Marmola as soon a ‘ lose your 
il excess weight t, later, you should start to gain again, take more Marmola 
until conditions are corrected 
time required differs with conditions The use of Marmola by those who need it 
lly results in greater energy and vitality Our medical advise Oo! recommend 
king of Marmola as a tonic after the excess fat is gone This m ad to becoming 
thin Nor should it be taken if any condition arises which inhibi su Cons 
ivsician if any unusual circumstances or conditions arise 
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* * * Consult your physician if you want special advice in any unusual condition 
We do not make any diagnosis, as that requires personal contact. If you want advic 
in any special condition or desire more advice than we give you in this book, get it from 
a physician. We do not prescribe in special cases by letter. 

Your doctor, of course, is opposed to self-medication. He may prefer to write his ow; 
prescription for some special case, but the Marmola prescription has been developed }, 
over 30 years of experience and its efficiency has been tested by the sale of over 20,000,000) 
boxes throughout the world. 

“This case was ably tried by counsel for both parties. Testimony of experts, 
specialists and investigators, highly qualified in their particular branches of 
medicine, was submitted by both parties. Voluminous evidence was presented, 
which included testimony relating to internal medicine, nutrition, chemistry, 
obesity, endocrinology, thyroid diseases, metabolism, tuberculosis, diabetes, heart 
diseases, nervous disorders, and many other diseases of the human body. The 
Government’s witnesses included eminent specialists in endocrinology, obesity 
and thyroid diseases, among whom were Dr. James Short of New York City, a 
specialist in internal medicine: Dr. Frank Stites of Louisville, Kentucky, a 
specialist in internal medicine; Dr. Elmer L. Sevringhaus of Madison, Wisconsin, 
a professor in the medical school of the University of Wisconsin and a specialist 
in metabolic and endocrine diseases ; Dr. Willard O. Thompson, Chicago, professor 
in the medical school of the University of Chicago and a specialist in endocri- 
nology and metabolism; Dr. Louis H. Newburgh, of Ann Arbor, Michigan, a pro- 
fessor in the medical school of Michigan University and a specialist in endocri- 
nology and metabolic diseases; Dr. Israel Bran of Philadelphia, Pennsylvania 
a specialist in thyroid diseases. Two members of the staff of Mayo Clinic, 
Rochester, Minnesota, testified on behalf of the Government. One, Dr. Russel! 
M. Wilder, an instructor in the medical school of the University of Minnesota, 
is a specialist in the treatment of diabetes; the other, Dr. Samuel F. Haines, is 
the head of the section of the clinic pertaining to thyroid diseases, and is also a: 
associate professor at the University of Minnesota. 

“Other Government witnesses were Dr. William Oatway, Madison, Wisconsin, 
member of the faculty of the medical school of the University of Wisconsin, and 
on the staff of the Wisconsin General Hospital in charge of the thoracic services 
including tuberculosis; Dr. Chester M. Kurtz of Milwaukee, Wisconsin, also ; 
member of the faculty of the medical school of the University of Wisconsin, and 
a specialist in heart diseases; Dr. Anton J. Carlson, Chicago, eminent physiologist 
who had a professorship in the department of physiology at Rush Medical Colleze 
and the University of Chicago from 1904 until recently when he retired; ani 
Dr. Marian S. Kimble of Madison, a chemist who, as an investigator, made tests 
as to the value of desiccated thyroid as a remedy for obesity. 

“Among those testifving for the intervenor were Dr. Abbott W. Allen of 
New York, assistant clinical professor of medicine of Celumbia University; D1 
John A. Killian of Englewood, New Jersey, a biochemist, former instructor of 
physiology and physiological chemistry at the medical school of Fordham Uni- 
versity, and now professor of biochemistry at the New York Post-Graduate 
School of Columbia University; Dr. Plinn T. Morse of Detroit, Michigan, former 
instructor in pathology of the University of Michigan and the Detroit Colles 
of Medicine, and at present consulting pathologist in Detroit; Dr. William A 
Spitzley of Detroit, a general practitioner of wide experience; Dr. Benjamin \ 
Schlomovitz of Milwaukee, Wisconsin, professor of pharmacology and toxicolog) 
at Marquette University Medical School, and a consulting pathologist; and Dr 
Andrew I. Rosenberger of Milwaukee, Wisconsin, a specialist in diseases of thie 
nervous system. 

“The principal questions before the Court are: 

“First: Is the Federal Food, Drug and Cosmetie Act unconstitutional? 

“Second: Is the Marmola tablet dangerous to health when used in the dosag 
or with the frequency and duration prescribed, recommended or suggested i! 
the labeling thereof? 

“Third: Is the Marmola labeling false and misleading in the representatio! 
that Marmola is a safe remedy for obesity? 

“Fourth: Does the labeling reveal facts material with respect to consequences 
which may result from the use of Marmola under the conditions of use prescribed 
in the labeling? 

“Intervenor asserts that the act, and particularly the sections thereof under 
which these proceedings are brought, are unconstitutional and void because (1 
they permit an unlawful search and seizure in violation of the Fourth Amen 
ment to the Constitution of the United States; (2) that the statute and the sii 
sections thereof violate the Fifth Amendment to the Constitution in that th 
are too indefinite and uncertain to apprise intervenor of the offenses attempte 
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be defined therein; (3) that the statute constitutes an unlawful delegation of 
legislative powers in violation of Articles I, II, and III of the Constitution of 
the United States. 

“The statute, like its predecessor, was designed to regulate commerce in food, 
drugs and cosmetics, and to protect the public against foods and drugs that are 
dangerous to health, as well as those that are falsely branded. It permits the 
administrative agencies of the Government, charged with its enforcement, to 
continue to function as under the former act. It is well settled that Congress 
has the power, under the commerce clause of the Federal Constitution. to con 
demn the interstate transportation of misbranded drugs and to make such articles 
contraband when so transported. McDermott vy. Wisconsin, 228 U. S. 115: 
Hipolite Egg Co. v. U. S., 220 U. S. 45. 

‘The Fourth Amendment to the United States Constitution does not apply to 
a seizure process in civil actions. The sections of the act here in question do not 
provide for unreasonable searches and seizure. This is a civil action as dis 
tinguished from a criminal action. It is a proceeding in rem and need not be 
supported by an affidavit of probable cause. U. S. v. Geo. Spraul & Co., 185 Fed. 
105; U. S.v. Two Barrels of Desiccated Eggs, 185 Fed. 303. 

“Section 502 (j) (21 U.S. C. A. 352 (j)) declares a drug to be misbranded if 
it is dangerous to health when used in the dosage or with the frequency prescribed 
in the labeling thereof. The words ‘dangerous to health’ provide a question 
of fact for determination by the Court or jury and leave nothing for speculation. 

“Section 502 (a) (21 U. S. C. A. 352 (a)) declares a drug to be misbranded 
if its labeling is false or misleading in any particular. Section 201 (n) (21 
U.S. C. A. 821 (n)) defines the scope of Section 502 (a). There is nothing in 
definite or ambiguous in Section 201 (n) or 502 (a). 

“Proofs under the statute are limited to material facts omitted from the 
labeling with respect to consequences that may result from the use of the article. 
The word may’ is here used in its ordinary sense and signification, there being 
nothing to show the intention of Congress to affix any other meaning to it. by 
Section 201 (n) the Government is restricted in its proof to material facts with 
respect to the consequences that may follow the use of the article: hence there 
can be no deprivation of intervenor’s property without due process of law. 

“In the act there is no unlawful delegation of legislative power by Congress, 
nor do the acts of the Government pursuant to the provisions of the statute 
constitute an exercise of legislative power in violation of the Constitution. Con- 
gresS may vest discretion in executive officers of the Government to promulgate 
regulations interpreting the statute even to the extent of providing for penalizing 
one for a breach of such regulations. U.S. v. Grimaud, 220 U. 8S. 506: Union 
Bridge Co. v. U. 8., 204 U. S. 364; Hampton € Co. v. U.-8., 276 U. S. 394. 

“In the statute Congress has set up its own policies and standards. There 
s no delegation of legislative powers to executive officers of the Government. 
No executive regulations with the force and effect of law are here involved. 
The statute and the section thereof involved in these proceedings are well within 
the powers of Congress to enact and do not violate any part of the United States 
Constitution or its amendments. 

“The Marmola tablets which are offered to the public as a treatment for obesity 
contain a number of ingredients, but the only one involved in this action is the 
grain of desiccated thyroid contained in each tablet, and which contains 0.3% 
rganie iodine, which is about 50% more organic iodine than is contained in 
desiccated thyroid prepared according to the standards of the U. S. Pharma- 
opoeia. One-third to one-half of the organic iodine in desiccated thyroid consists 
ff thyroxin, which is the active principle of the thyroid hormone secreted by 
he thyroid gland. The potency of desiccated thyroid is proportional to its 
rganie iodine content, consequently the Marmola table produces a greater physi- 
logical effect than the same amount of desiccated thyroid prepared according 
to the standard of the United States Pharmacopoeia. 

‘The labeling represents that Marmola is intended as a cure for obesity and 
is for use only by obese persons who are otherwise normal and healthy and whose 
besity is caused by hypothyroidism with accompanying subnormal metabolism : 
that hypothyroidism is the basic cause of obesity which results from a lack of 
isubstance which Marmola supplies. The daily dosage recommended is equiva- 

nt to two grains of desiccated thyroid containing 0.3% organic iodine, or to 
three grains of desicated thyroid containing 0.2% organic iodine, prepared 
cording to the standard of the United States Pharmacopoeia. 

Obesity is defined as an excessive development or excessive storage of fat 

ughout the body. There is a difference of opinion among the experts who 
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testified as to the cause of obesity and its remedy. Some of the Government 
witnesses testified that overweight is caused by excessive eating and lack of 
proper exercise; that the weight may be reduced by dietary measures coupled 
with adequate exercise. Some of claimant’s witnesses testified that a large 
proportion of cases of obesity are caused by endocrine disturbances or disorders ; 
that the thyroid gland is the regulator of the metabolic processes and that obesity 
is due at least in a large part to a deficient activity in this gland, and hence i; 
its treatment thyroid medication is necessary. Other witnesses were of the 
opinion that obesity is caused both by overeating and by endocrine disturbance 

“Hypothyroidism is a word which denotes the underfunctioning of the thyroid 
gland, which is a condition of disease. It is accompanied by a subnormal basa] 
metabolic rate and by other symptoms, such as dryness of skin, scarcity of hair 
and eyebrows, sluggishness of physical and mental reactions, decreased appetite, 
slower pulse rate and characteristic Changes in the composition of the blood, 
and, in advanced stages of hypothyroidism or myxedema, by puffy and swollen 
appearance of the face and other parts of the body due to a collection of mucoid 
fluid beneath the skin. 

“By metabolism is meant the total of the various processes by which food is 
transformed in the body into the chemicals which are absorbed into the blood 
stream and lymphatic system for the purpose of nourishing the body so that it 
can carry on its work. The health of the body depends upon the well-balanced 
use of the body chemicals. Metabolism denotes all the processes of the body by 
which food is used, body heat and energy created, and the body built up or re- 
paired, and by which the tissues of the body are destroyed and waste matter 
excreted. 

“The rate of metabolism is measured by the rate at which the body produces or 
gives off heat. The ‘basal metabolic rate’ is defined as the least rate of chemica] 
activity which will maintain the absolutely essential functions of the body sulli- 
ciently to keep an individual alive. Every activity of the body increases the 
amount of energy consumed. Having found the basal requirements of an indi 
vidual, the physician can, by the addition of the demands of the individual's 
other activities, compute what his total needs will be. Average normal standard 
rates have been established by tests, and the results are expressed in terms of 
either plus or minus variations from the standard. In the same Classification 
normal healthy people vary one from another in the normal basal metabolic rate 
The great majority vary only to the extent of 10% more or 10% less in the 
amount of heat produced, represented by the average normal standard. Nortia 
healthy people may vary from the average standard normal rate to even a greate: 
extent, but seldom more than 15% more or Jess than standard, which means that 
the individual is consuming 15% more or 15% less energy than the average among 
normal people. 

“Desiccated thyroid is used in the treatment of hypothyroidism, and the opt 
mum dosage in such treatment must be determined for each individual case. It 
varies with each individual and is established only by trial and error. The opti 
mum daily dosage may be as little as 4 grain per day, and in most cases less thar 
” grains per day, although there are some cases that exceed 2 grains per day, 
depending upon the underfunctioning of the individual's thyroid gland. 

“There was a substantial agreement among the medical witnesses that the 
overdosage of desiccated thyroid results in an increase in the metabolism of the 
patient; that it has a toxic effect on people that are hypothyroid in that it i 
creases their basal metabolic rate and injuriously affects the functioning of the 
endocrine glands, kidney and liver, impairing their capacity for normal functio! 
ing; that it places an extra burden on the organs of the body; that it results ir 
symptoms which cannot be distinguished from those disclosed in spontaneous 
hyperthyroidism, such as rapid heart, heart pains, shortness of breath, sleep 
lessness, nervous and emotional instability, headaches, dizziness, tremor, muscu 
lar weakness, disturbances of the alimentary canal, fatigue, nausea, and, i! 
women, menstrual disturbances; that the symptoms of hyperthyroidism wil! 
disappear days or weeks after the discontinuance of desiccated thyroid, but it 
sometimes results in the precipitation of a more serious and permanent diseas 
and injury to health; that many people who consider themselves normal and 
healthy, and who are completely unaware that they are suffering from any hidde 
disease, have been found to have physical impairments or diseases in a mild or 
incipient form such as impairment of the heart, diabetes, or tuberculosis, which 
may be discovered only by thorough eXamination by an experienced physician ; 
that in such cases a dosage of two grains of desiccated thyroid a day aggravates 
the disease or ailment or accelerates the onset of their more serious phases 
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This fact was established by the testimony of experts and investigators learned 
in endocrinology and familiar with the physiological manifestations of thyroid, 
based on their study, experience, and clinical observations. Dr. Short testified 
that many people have heart ailment and are completely unaware of it; that he 
made a study of 2,400 male persons who were supposedly healthy, which he 
placed in three groups. The first group included those who had normal hearts 
according to the electrocardiogram. There were 811 in this group. Group 2 
included 1,330 persons who had borderline impairments that might or might not 
be significant of heart disease. Group 3 included 250 persons who had a very 
definite impairment of the heart. In group 2, 90% had no symptoms and were 
unaware of any possible heart ailment. ‘In group 3, those having definite impair- 
ment, 87% had no symptoms and were unaware of heart injury. 

“Dr. Russell M. Wilder testified that many people have diabetes and are un- 
aware of it; that the records of the Mayo Clinic for the year just preceding the 
date of his appearance as a witness herein, showed that of approximately 100,000 
patients received at the Clinic, about 1,700 were suffering from diabetes; that 
about 4% of the 1,700 came to the Clinic without any knowledge that they had 
this disease; that desiccated thyroid is definitely harmful to a diabetic; that 
when a person develops hyperthyroidism, his diabetes is invariably aggravated. 

“Dr. Oatway testified that many people have tuberculosis and are unaware of 
it; that from his investigations and tests he discovered that ro of those suffering 
from active tuberculosis were unaware of it. 

“The medical testimony was substantially all to the effect that in sound medical 
practice a doctor will prescribe thyroid for hypothyroidism only after a careful 
physical examination is made of the patient’s head, eyes, throat, chest, lungs, 
heart, abdomen, and reflexes covering the nervous system of the patient to ascer- 
tain if the patient is suffering from any latent or underlying disease of which he 
is unaware, such as diabetes, tuberculosis, or heart ailment. In some instances 
a basal metabolism is done, x-rays of the chest are made, and an electrocardio- 
gram of the heart is obtained. 

“Any drug, which for safety in its use required diagnosis and evaluation, and 
when taken in the dosage and with the frequency recommended and suggested in 
its labeling, may expose the users to disease and pain, is dangerous to health. 
Marmola is such a drug. In it there is an inherent and potential danger that 
may reasonably be expected to attend its use when one considers that it will be 
used by the strong, the weak, the old, the young, the well, and the sick, without 
first having a physical examination or a diagnosis of their condition by a com- 
petent physician. 

“Obesity is not caused by hypothyroidism. Those suffering from hypothyroid- 
ism are sometimes over-weight due to the deposit in the body of a mucoid sub- 
stance which is not fat and which desiccated thyroid may remove under proper 
treatment. Desiccated thyroid may stimulate the appetite and its use may result 
in increased weight unless the dosage is so large as to result in hyperthyroidism, 
which is a disease, 

“Obesity is not affected materially by the use of Marmola prescription tablets 
as prescribed or by desiccated thyroid of comparable daily dosages, except by pro 
ducing and maintaining a condition of hyperthyroidism. The discontinuance of 
Marmola on the appearance of unpleasant effects or unusual circumstances or 
conditions does not avoid danger. When these effects or conditions appear, the 
user is in a state of hyperthyroidism, which, in some cases, may result in the pre- 
ipitation of more serious and permanent injury. 

“The substantial portion of the public, after reading the labeling in question, 
would conclude that obesity is caused by the lack of some substance in the human 
hody that Marmola supplies; that Marmola is a safe and efficient remedy for 
obesity, which is not a fact. The labeling fails to inform the prospective user 
that if he is suffering from hypothyroidism, he is not healthy and normal. It 
places a duty upon the user to make a self-diagnosis to determine if he is suffering 
from hypothyroidism. The layman lacks familiarity with medical terminology. 
He has little or no knowledge of medical science, and does not possess that skill 
and learning required to determine whether he is suffering from hypothyroidism. 
The labeling does not recommend that an obese person considering the use of 
Marmola should first! consult a physician. It does advise that he consult a phy- 
sician if he desires special advice in any unusual condition or more advice than 
appears on the label. It suggests that the. doctor is opposed to self-medication 
and might prefer to write his own prescription. 

“The Federal Food, Drug and Cosmetic Act was not made for experts, nor is it 
intended to prevent self-medication. The purpose of the law is to protect the 
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public, the vast multitude which includes the ignorant, the unthinking, and the 
eredulous who, when making a purchase, do not stop to analyze. It was enacted 
to make self-medication safer and more effective, and to require that drugs mov- 
ing in interstate commerce be properly labeled so that their use as prescribed may 
not be dangerous to the health of the user. It should receive a liberal construc- 
tion. U.S. v. Lee, 131 F. 2d 464; Florence Mfg. Co. v. Dowd Mfg. Co., 178 F. 73; 
Aronberg v. Federal Trade Commission, 132 F. 2d 165. 

“The administration of thyroid tablets in Marmola dosages is a dangerous pro- 
cedure, and should not be undertaken without a thorough examination of the pro- 
spective user by a competent physician, and then only under the supervision of the 
doctor. 

“The Court is thoroughly convinced, by a preponderance of the evidence, that 
Marmola, when used as prescribed in the labeling thereof, is neither a safe, appro 
priate, nor an efficient remedy for obesity; that it is dangerous to the health of 
the user when used in the dosage or with the frequency and duration prescribed, 
recommended or suggested in the labeling thereof; that the packages of Marmola 
in question, when seized in these proceedings, were misbranded within the mean- 
ing of the sections of the Federal Food, Drug and Cosmetic Act involved herein; 
that the labeling on Marmola is false and misleading in its representations that it 
is a safe remedy for obesity, and in that it fails to reveal facts material with 
respect to consequences which may result from the use of Marmola under the 
conditions prescribed in the labeling. 

“The contention of the intervener that the sections of the act involved in these 
proceedings were not in force at the time of the seizure of the Marmola packages 
is disposed of by Section 902. It is clear from the reading of that statute that 
these sections were in force at the time of the commencement of these 
proceedings. 

“The liveilant is entitled to a decree of condemnation as prayed for in the 
libel, with costs, and other proper expenses to be taxed against the intervener.” 

In accordance with the foregoing opinion there were filed findings of fact 
and conclusions of law, and on April 7, 1943, judgment of condemnation was 
entered and the product was ordered destroyed. On June 22, 1948, the case was 
appealed to the United States Circuit Court of Appeals for the Seventh Circuit, 
and on May 4, 1944, the following opinion was handed down by that court, affiri- 
ing the judgment of the District Court: 

Linv.ey, District Judge: “Claimant seeks to reverse a judgment condemning 
‘Marmola’ drug tablets entered in a proceeding under the Federal Food, Drug & 
Cosmetic Act (c. 675, 52 Stat. 1040; Title 21 U. S. C. A., sec. 301 et seq.) The 
essential averments of the libel were that the tablets were misbranded in that 
(1) when used as prescribed they are dangerous to health; (2) they are falsely 
represented to be a safe and appropriate remedy for obesity, and, (3), the in- 
structions for use fail to reveal facts material with respect to the consequences 
which may arise upon the use of the drug as prescribed, thus violating Section 
502 (a), 502 (j) and 201 (n) of the Act (1). 

“The Government complained of the printed matter on the packages and in 
the circulars accompanying them. The directions on the box read: ‘Take one 
tablet before each meal and at bedtime with enough water to swallow easily or 
as directed by a physician. Marmola is recommended only as a treatment for 
adult fat persons whose excess fatness is caused by hypothyroidism with accom- 
panying subnormal metabolic rates but who are otherwise normal and health) 
Marmola should not be taken by persons suffering from any abnormal condition 
except abnormal excess fat caused as above stated. We make no diagnosis as 
that is the function of your physician who must be consulted for that purpose. 
Marmola is not recommended for children. Before taking be sure to read the 
enclosed circular.’ 

“The instructions in the circular are more detailed; only the part which it is 
necessary to consider is quoted: 

* * * Marmola is not sold as a cure-all. It is intended for use only by obes 
(obesity is the term used by the medical profession for an excessive development of fat 
throughout the body) persons who are otherwise normal and healthy and whose obesity 
is caused by hypothyroidism with accompanying subnormal metabolism, and our statements 
and representations made herein or otherwise are strictly limited to this treatment under 
these conditions and according to the dosage as recommended. We do not make an) 
diagnosis as that is the function of your physician. who must be consulted for that 


purpose. Marmola should not be taken by persons suffering from any abnormal conditiou 
except obesity (abnormal excess fat) caused as above stated. 
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Important Directions 
First 
Take one Marmola Tablet before each meal and one at bedtime—four a day Do this 


regularly. 
Second 
For best results we recommend that Marmola be used as directed over a period of 
to ninety days—if needed that long. 
& . 7 
* * * No food, drug, or other substance which has any physiological effect may be 
taken internally or applied externally without the possibility of unpleasant or harmful 
results in some persons if they happen to be constituted so that they do not tolerate the 
food or other substance. Such a condition cannot always be predicated either by physi- 
cians or others. If any unpleasant effects are experienced, stop taking Marmola until they 
disappear, then resume taking one-half of the former dosage or consult a physician 
Suggestions 
* * * The idea that excess fat is always due solely to laziness or gluttony has bee 
dissipated by science. One may be active and eat moderately and still grow fat, if 
deficiency exists which causes too much food to be converted into fat instead of energy. 
Marmola is a time-tested aid to correct this basic cause of the abnormal excessive f: 
accumulated by reason of the deficiency it is designed to correct. 


When to Stop 


* * * But you are the best judge of the weight at which you feel the best and are 
most efficient. Stop taking Marmola as soon as you lose your abnormal excess weight. If, 
later, you should start to gain again take more Marmola tablets until conditions are 
corrected. 

. 


° * Consult your physician if any unusual circumstances or conditions arise. 


Your doctor, of course, is opposed to self-medication. He may prefer to write his own 
prescription for some special case, but the Marmola prescription has been developed by 
over 30 years of experience and its efficiency has been tested by the sale of over 20,000,000 
boxes throughout the world, 

“Our essential question is whether the evidence is such as to justify us in 
saying as a matter of law that the District Court’s finding that Section 502 (j) 
of the Act has been violated because Marmola tablets, when used in the dosage 
and with the frequency and for the duration prescribed, recommended or sug- 
gested in their labeling, are dangerous to health is erroneous. Obviously the 
finding should not be set aside unless clearly against the weight of the evidence. 
Rule 52 (a) Rules of Civil Procedure, 28 U. 8S. C. A. following Section 723: 
Sauder vy. Dittmer (CCA10), 118 EF. 2d, 524; United States v. State Street Trust 
0o., (CCA1), 124 F. 2d 948; Super Mold Corporation of California v. Bacon, 
(CCAQ9), 180 F. 2d. S60; Stork v. Townsend, (CCA6), 1382 F. 2d. 859; Wertz v 
National City of Evansville, Ind., (CCA7), 115 F. 2d. 65, cert. den. 311 U. S. 675 

“Claimant has sold this medical concoction for more than thirty years as a 
reducing aid for persons whose obesity is supposed to be caused by hypothy- 
roidism and have an aecompanying subnormal metabolism, ‘Hypothyroidism, 
resulting from underfunctioning of the thyroid gland, is accompanied by a 
subnormal metabolic rate and such symptoms as dryness of the skin, scarcity of 
hair and eyebrows, sluggishness of physical and mental reactions, decreased 
appetite, slower pulse rate and characteristic changes in the composition of the 
blood, and, in advanced stages, by a puffy and swollen appearance of the face and 
other parts of the body due, not to increased fatty tissue but to mucoid fluid 
deposited beneath the skin. ‘Metabolism’ denotes the sum total of all processes 
of the human body by which food is transformed into chemicals in turn absorbed 
into the blood stream and lymphatic system for the purpose of so nourishing 
the body that it can continue to function. In other words, it is the aggregate 
of all processes whereby food is digested, heat and energy created, the body 
built up or repaired and waste matter excreted. By examination of the rates 
at which normal persons give off heat, scientists have established the normal 
rate of metabolism from which, experience has revealed, most persons deviate 
by not more than 10 per cent. To enjoy good health, one’s body must maintain 
a proper balance of essential chemicals; the thyroid gland is the pvrimam 
agency in achievement of this end. Excess of the thyroid hormone in the blood 
stream results in hyperthyroidism and too little hypothyroidism. 

“The only ingredient of the condemned drug with which the proceeding was 
concerned is the desiccated thyroid included in the formula. This is derived 

rom the thyroid glands of hogs and sheep, and has the same effect upon one’s 

physical make-up as the hormones produced by a human gland. The potency 
of desiccated thyroid is roughly proportional to its iodine content. The product 
here contains approximately 0.8% of organic iodine and thus possesses one and 
one-half times the potency of that made in accord with the standard of the 
U. S. Pharmacopoeia. 
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“Qualified authorities and specialists in medicine, chemistry, and nutrition, 
supplied testimony, somewhat in conflict, relating to the cause and ‘cure’ for obes- 
ity, hypothyroidism and hyperthyroidism and to metabolism, as well as proof of 
the effect of thyroxin upon persons suffering from Graves’ Disease, heart disease, 
amenorrhea, and psychoneuroses. The evidence discloses that an over-dosage 
of desiccated thyroid produces hyperthroidism. Indeed, as to this there can 
be no question, since such medication supplies an excess of the hormone. The 
record also reveals that medical men are in agreement that one person’s tolerance 
for the drug may be a great deal less than another’s. Claimant recognizes 
this, too, since, in the circular, it warns, ‘No food, drug, or other substance which 
has any physiological effect may be taken internally or applied externally with- 
out the possibility of unpleasant or harmful results in some persons if they 
happen to be constituted so that they do not tolerate the food or other sub- 
stance. * * * If any unpleasant effects are experienced stop taking Marmola 
until they disappear * * *, 

“Medical witnesses testified as to further effects of overdosage, such as 
increased metabolism of the patient, injuriously affecting the functioning of the 
endocrine glands, kidneys, and liver; impairment of bodily functions because 
of the extra burden placed upon human organs; symptoms which cannot be 
distinguished from those peculiar to hyperthyroidism, such as rapid heart, 
heart pains, nervous and emotional instability, nausea, menstrual disturbances ; 
serious aggravations which result in persons who consider themselves normal 
and healthy, but are actually subject to such latent diseases as heart disease, 
diabetes, tuberculosis, when they use desiccated thyroid. Indeed, their testimony 
is largely to the effect that a daily dosage of two grains a day is dangerous 
to health. Lay witnesses gave vivid reports of the effect of the tablets upon 
their health. Weakness, heart palpitations, amenorrhea, emotional nervous 
states, and domestic difficulties were described as aftermaths of the use of the 
tablets. One witness reduced her weight from 165 pounds to 95 pounds, then 
ceased to take the tablets, but continued to lose until she weighed only 50 
pounds, The testimony of toxic effect of desiccated thyroid in prescribed Marmola 
dosage was conflicting. Clinical tests by Dr. Killian and Dr. Allen, in which 
the amount of the hormone were greatly increased, were said to reveal no 
harmful and lasting results, 

“We think the evidence such as to justify only the conclusion reached by 
the trial court. We certainly are not justified in saying that the finding is 
erroneous as a matter of law. Admittedly, taking four tablets a day, is not 
dangerous to the health of all users, since tolerance for the drug varies; but the 
experience of various witnesses, all of whom took tablets according to the 
directions on the label, as well as the testimony of the number of medical experts, 
inevitably impels one to the finding that use of the tablets as prescribed is 
dangerous to the health of the public. The fact that some users may be able 
to tolerate greater quantities, as the experiments conducted by Dr. Killian and 
Dr. Allen tend to show, does not militate against the conclusions, for Section 
502 (j) does not require that the drug must be dangerous to the health of all 
who take it in the dosage and for the duration prescribed or recommended. 
It devolved upon the trial court to determine only whether it was proved that 
the drug is dangerous to the public health at large if used as recommended by 
its vendors. U.S. vy. Lerington Mill & Elevator Co., 232 U.S. 399. : 

“The trial court further found the tablets subject to condemnation under 
Section 502 (a), in that they were misbranded because they were falsely repre 
sented to be a safe and appropriate remedy for obesity, when in fact they are 
not, for the reason that obesity is not caused by the lack of any substance which 
Marmola supplies; and, under Section 201 (n), in that the labels did not reveal 
facts material with respect to possible consequences of use of the tablets under 
the conditions prescribed, since the instruction to discontinue use of the tablets 
upon appearance of ‘unpleasant effects’ does not prevent the occurrence of more 
serious symptoms as a result of the hyperthyroidic condition previously precipi- 
tated. It is unnecessary to discuss these findings, since the judgment must be 
sustained for violation of Section 502 (j). For the same reason, we find it 
unnecessary to consider other contentions regarding Sections 502 (a) and 201 (n) 

“Claimant makes much of the proposition that the legislative history of the 
federal Food, Drug & Cosmetic Act discloses that Congress had no intent 
to deprive individuals of the right of self-medication. This we think beyond 
the point, for the decision of the lower court deprives no one of this right 
It merely determines that Marmola tablets are dangerous to the public health 
when used in the dosage and with the frequency prescribed by ciaimant. What 
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would be a nondeleterious prescription was not agreed upon by the experts 
and was not within the province of the court to decide. 

“The judgment is affirmed.” 

The claimant subsequently filed a petition for a writ of certiorari with the 
Supreme Court of the United States, and on October 9, 1944, that petition was 
denied. 


1252. Misbranding of Marmola Tablets. U.S. v. 23 Dozen Packages (276 packages) of Marmola 
Tablets (and 10 other seizure actions against Marmola Tablets). Decrees of condemna- 
tion and destruction. (F. D. C. Nos. 9885, 9886, 12731, 12732, 12744, 12755, 12756 
12812, 12820, 12830, 12831. Sample Nos. 8016-F, 8017—F, 8747—-F, 48582-F, 
48584—F, 59378-F, 59379-F, 68211-F, 75374—-F, 77654-F, 77655-F, 78227-F, 
81812-F.) 

Between May 3, 1943, and July 13, 1944, the United States attorneys for the 
District of Minnesota, the Western District of Kentucky, the Southern District 
of Indiana, the Eastern and Western Districts of Pennsylvania, the District of 
Connecticut, and the Northern District of Illinois filed libels against the follow- 
ing quantities of Marmola Tablets: 276 packages at St. Paul, Minn.; 54 pack 
ages at Minneapolis, Minn.: 105 packages at Louisville, Ky.; 384 packages at 
Indianapolis, Ind.; 428 packages at Philadelphia, Pa.; 105 packages at Pitts- 
burgh, Pa.; 43 packages at New Haven, Conn.; and 282 packages at Chicago, 
tll. On July 5, 1944, an amended libel was filed against the lot at Louisville, 
to cover the seizure of a total of 144 packages at that place. It was alleged in 
the libels that the article in the Minneapolis lot had been shipped on or about 
April 14 and 22, 1943, by the Walgreen Co., from Chicago, Ill.; and that the 
article in the other lots had been shipped between the approximate dates of 
February 15, 19438, and June 16, 1944, by the Raladam Co., from Detroit, Mich. 

Examination of samples showed that the article contained plant material, in- 
cluding an extract from a laxative plant drug, and thyroid in amounts varying 
from 0.67 to 0.75 grain per tablet. 

The article was alleged to be misbranded in that it was dangerous to health 
when used in the dosage or with the frequency or duration prescribed, recom 
mended, or suggested in its labeling. 

Between November 3 and December 18, 1944, pursuant to agreement between 
the Raladam Co.’ claimant, and the attorneys for the Government, based on the 
appellate court’s decision in the case of the United States y. 62 packages of 
Marmola Prescription Tablets, as reported in notices of judgment on drugs and 
devices No. 1251, judgments were entered condemning the product and ordering 
its destruction. 

(Issued Mhy 1946) 


1403. Misbranding of Lax Laxative and Thyroid Tablets. U.S. v. 49 Envelopes of Lax Laxative 
and Thyroid Tablets (and 3 other seizure actions against the same product). Default 
decrees of condemnation and destruction. (F. D. C. Nos. 12669, 13067, 13179, 18831. 
Sample Nos. 64068—F, 68126—F, 68501—F, 68502-F, 79014—F, 79019-F.) 

Between June 13 and September 28, 1944, the United States attorneys for the 
Kastern District of Michigan, the Northern and Southern Districts of Ohio, and 
the Middle District of North Carolina filed libels against the following quantities 
of the above-named product: 49 envelopes at Detroit, Mich., 49 envelopes at New 
Philadelphia, Ohio, 33 envelopes at Newark, Ohio, and 31 envelopes at Greensboro, 
N .C.; alleging that the article had been shipped between the approximate dates 
of May 11 and July 12, 1944, by the Carolina Chemical Co., Charleston, S. C. 

kxamination disclosed that there were in each envelope a number of pink 

tablets which contained plant drugs, including the laxative drug aloin, and a 

number of white or light-colored tablets which contained approximately 44 grain 

of thyroid per tablet. 

The article was alleged to be misbranded in that, by reason of the content of 
thyroid, it was dangerous to health when used in the dosage and with the fre- 
quency and duration prescribed, recommended, and suggested in its labeling, 
namely, “Take one Lax Thyroid Tablet at bedtime, if you want to increase dosage 
you may take one before each meal * * * Lax Thyroid Tablets are intended 
to be used as a week by week treatment. Do not expect extraordinary results 
from taking one packing. * * * Loss of weight with Lax Thyroid Tablets 
does not usually start at once. It may take a few days or even a few weeks to get 
things started in the right direction * * * It takes a little time to experience 
the benefits of this treatment.” 

The article was alleged to be misbranded further (1) in that various portions 
were accompanied by a circular entitled “Lax Thyroid Tablets,” which contained 
false and misleading representations that the article was a safe and effective rem- 
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edy for obesity, and that it would produce greater vitality and a general feeling 
of well-being; and (2) in that portions of the article failed to bear labels contain- 
ing the name and place of business of the manufacturer, packer, or distributor, an 
accurate statement of the quantity of the contents, or the common or usual name 
of each active ingredient and the name and quantity of thyroid contained in the 
article. 

Between August 7 and December 12, 1944, no claimant having appeared, judg 
ments were entered condemning the product and ordering its destruction. 


(Issued March 1945) 


1001. Action to enjoin and restrain distribution of Sekov products. U.S. v. Sekov Corporation 
and Hazel Ruth Vokes (Sekov Studios). Permanent injunction granted. (Inj. No. 53.) 


On April 17, 1943, the United States attorney for the Southern District of 
California filed a complaint for injunction against the Sekov Corporation and 
Hazel Ruth Vokes, trading under the name of the Sekov Studios, Hollywood, 
Calif. (The complaint also joined as party defendant Edwin Hoskin Vokes, but 
after hearing, the court ruled that it did not have jurisdiction over that person. ) 

The complaint alleged: (1) That the defendants were engaged in the manu- 
facture of various capsules which contained desiccated thyroid, which were 
designated by the names “Sekov,” “Sekov Reducer,” “Sekov Reducer fer Men,” 
‘Sekov Formula P,” “Sekov Formula R,” and “Sekovy Formula T,” and which 
were being introduced and delivered for introduction into interstate commerce 
in capsule form, for sale to the general public for self-medication in the treatment 
of obesity. 

(2) That “Sekov” and “Sekov Reducer” each consisted of two types of capsules, 
designated as Capsule No. 1 and Capsule No. 2; that the No. 1 capsules contained 
glandular material including thyroid, the thyroid content varying from 1.87 
grains to 2 grains per capsule, the recommended dosage suggested being 1 capsule 
before the noon meal; that the No. 2 capsules contained rhubarb, cascara sagrada, 
asafetida, and other ingredients, the recommended dosage being 1 capsule every 
other night (just before retiring) ; that the “Sekov Reducer for Men” consisted 
of 2 types of capsules, the No. 1 containing, in addition to other ingredients, 
thyroid and aloin, the thyroid content varying from 1.84 grains to 1.95 grains 
per capsule, the dosage recommended being “One capsule morning and one 
capsule evening (preferably half to one hour before meals)”; that the No. 2 
capsule was identical with the “Sekov Reducer” No. 2 capsule, and the dosage 
recommended was “One capsule every night (just before retiring)"; that the 
*“Sekov Formula P” contained, in addition to other ingredients, thyroid in an 
amount of approximately 1.73 grains per capsule; that the “Sekov Formula R” 
contained ingredients similar to the “Sekov Formula P,” with a thyroid content 
of approximately 1 grain per capsule; that the “Sekov Formula T” contained 
ingredients similar to the ‘Sekov Formula P,” with a thyroid content of 1.87 
grains per capsule; and that the dosages recommended in the labeling of 
formulas “P,” “R,” and “T,” were identical, “One capsule per day—taken % to 1 
hour before morning meal.” 

(3) That on February 17, 1940, on complaint of the Federal Trade Commission 
a preliminary injunction was issued by the United States District Court for the 
Southern District of California, enjoining the Sekov Corporation, Edwin Hoskin 
Vokes, and Hazel Ruth Vokes, as officers of the corporation and as individuals 
trading as “Sekov Reducing Studios,” their agents, etc., from causing to be 
disseminated any advertisement by any means tending to induce the purchase 
in interstate commerce of the drug sold under the name of “Sekov Reducer,” or 
“Sekov,” or any other name, which advertisement represented directly or in- 
directly that such preparations were a safe, competent, and scientific treatment 
for obesity: and that on March 12, 1940, the Federal Trade Commission issued 
a complaint against the Sekov Corporation, Edwin Hoskin Vokes, and Haze! 
Ruth Vokes, as officers of the corporation and as individuals trading as “Sekov 
Reducing Studios,” and on September 8, 1940, pursuant to a stipulation of facts, 
the Federal Trade Commission issued its order against the defendants to cease 
and desist from, directly or indirectly, doing, among other things, disseminating 
or causing to be disseminated any advertisement, (a) by means of the United 
States mail, or (b) by any means in commerce, as commerce is defined by the 
Federal Trade Commission Act, which advertisement represented directly or 
through individuals that said preparation was a safe, competent, and scientific 
treatment for obesity. 

(4) That on July 21, 1941, a libel had been filed in the District Court of the 
United States for the Southern District at Houston, Texas, against capsules 
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similar to those aforesaid, and on May 28, 1942, final judgment was entered order- 
ing the libeled articles destroyed. On June 5, 1942, a little more than a month 
after the decision of the Texas court, the defendant shipped to Houston, Texas, 
a stock of drug products similar to those condemned by the Texas court, and 
a libel was filed by the United States against this shipment on July 29, 1942, to 
which an answer was filed by the Sekov Corporation. At the pretrial hearing 
on October 24, 1942, counsel for the claimant, the Sekov Corporation, agreed to 
stipulate that the facts alleged in the libel were true, excepting the question of 
misbranding. On or about January 8, 1943, the defendants, trading as ‘“Sekoy 
Studios,” shipped 6 cartons of Sekov to Reno, Nev., labeled “Manufactured for— 
Packed by—-Sekov Corporation,” and a libel was filed against this shipment on 
March 6, 1943, in the District Court of the United States for the District of 
Nevada. 

(5) That the products were misbranded as follows: (a) that the “Sekov 
Reducer,” “Sekov Formula T,” and “Sekov Reducer for Men” were dangerous to 
health when used in the dosage and with the frequency and duration prescribed, 
recommended, or suggested in the labeling (this allegation was based on the fact 
that the capsules, when taken according to the directions, would supply a danger- 
ous amount of thyroid) : (b) in that the label on the carton of each of the prepara- 
tions, includiny the design of a slender female figure, was false and misleading 
since it created the impression that the articles were safe and appropriate treat- 
ments for the reduction of weight, whereas they were not safe and appropriate 
treatments, but were dangerous drugs and could not be depended upon to reduce 
weight; and (c) that the “Sekov Formula P” and “Sekov Formula R” were 
misbranded in that the label on each carton, including the design of a slender 
female figure, was false and misleading since it created the impression that the 
articles were dependable and appropriate treatments for the reduction of weight, 
whereas they were not dependable and appropriate treatments, and could not be 
depended upon to reduce weight. 

(6) That the defendants had attempted and were still attempting to circumvent 
the protection intended to be given for the health and welfare of the public, and 
that the Government had endeavored to have the defendants refrain from ship- 
ping the aforesaid products in interstate commerce, without success, over a 
period of years, and, by reason of the failure of the defendants to refrain from 
shipping the products, it became necessary for adequate protection to the gen- 
eral public that the defendants be forever enjoined from shipping such mis- 
branded products in, or introducing or delivering them for introduction into, 
interstate commerce to be used as food or drugs. 

On April 19, 1943, the court issued a temporary restraining order and an order 
to show cause why, pending final determination, a preliminary injunction should 
not be entered. On May 3, 1948, the court denied the motion for a preliminary 
injunction and the case was set for trial. On June 12, 1948, after hearing the 
testimony, the court gave its opinion in the following minute order: 


Leon R. YANKwICH, District Judge: 


“The above-entitled cause heretofore tried and submitted, is hereby decided 
as follows: 

“Judgment is ordered entered for the plaintiff as prayed for in its complaint, 
restraining and enjoining the defendants, their servants, agents, officers, em- 
ployees, attorneys and assigns, and each of them, from the introduction or delivery 
for introduction into interstate commerce of any of their said products herein 
hefore designated and described as ‘Sekov’, ‘Sekov Reducer’, ‘Sekov Reducer for 
Men’, ‘Sekov Formula P’, ‘Sekov Formula R’, and ‘Sekov Formula T’, in violation 

for contrary to Title 21, U. S.C. A., Sections 301 to 392. 

“Tam of the view that the evidence shows clearly that the preparation is mis- 
branded because ‘it is dangerous to health when used in the dosage or with the 
frequency or duration prescribed and recommended or suggested in the label 
thereof.” (21 U.S. C. A. See. 3852 (j).) Even the physicians who testified for 
the defendants admitted that the use of thyroid extracts in the quantity pre- 
scribed by obese persons, whose obesity was not due to hypothyroidism, might 
prove injurious to health. The physicians who testified for the Goverument, each 
of whom is an expert in his field, were emphatic in their statement that such use 
not only might be detrimental, but in all likelihood would be so. If the defendants 
limited sales to persons who are suffering from obesity due to hypothyroidism,— 
either by requiring a physician’s certificate to that effect, or by conducting an 
examination of the person before making the sale, it could well be contended that 
with such precaution, any detrimental results would be only those incident upon 
any selfmedication, which the law does not prohibit. As the sale is not made 
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through general outlets, but through agencies conducted by the defendants 
studios located in various cities throughout the United States, such safeguards 
could easily be enforced. As it is, the record shows that any obese person who 
calls at one of these studios can obtain the product without any inquiry as to 
whether the conditions for which the product is intended as a remedy, co-existing 
obesity and hypothyroidism,—are present. In view of this, the statement on thie 
earton that the preparation is a ‘reducer for overweight due to a thyroid defi 
ciency’ and similar statements in the pamphlet are inadequate to forestall the evil 
inherent in the use of this preparation by persons whose hypothyroidism has not 
been established by a competent physician. It is to be noted, as stated by me 
during the argument, that nowhere is there a warning couched in imperative 
negatives such as are found in products which may have a deleterious effect. 

Nowhere is there a statement ‘Do not use this unless a physician has told you that 

your obesity is due to hypothyroidism’, The reference to the consultation of a 

physician is ineffective. It reads: ‘We recommend that you consult physician 

to determine the cause of your overweight as the use of THYROID by a person 
not deficient in THYROID may result in serious or irreparable injury to the 
health of the user’. 

“T am also satisfied that the contra-indications are inadequate. In the light 
of the expert testimony, I do not think that the average person seeking to reduce 
would be competent to detect the evils resulting from its use. Bearing in mind 
that the defendants in their advertising and literature, appeal especialy to the 
ranity of women, I am of the view that the average woman, in her desire to 
achieve a beauty of form, would be more inclined to consider the manifestations 
of ill effect as the natural price to pay for the results to be achieved. So that 
if we consider the warnings in relation to the persons to whom they are ad- 
dressed, as counsel bids us to, it is quite evident that they are ineffective for the 
purpose.” 

On June 25, 1948, the court handed down findings of fact substantially sus 
taining the allegations in the complaint, and conclusions of law sustaining the 
prayer of the complaint. On the same day a decree for permanent injunction 
was filed, ordering the defendants forever restrained and enjoined from intro- 
ducing or delivering for introduction into interstate commerce any of their prod- 
ucts designated and described as “Sekov,” “Sekov Reducer”, “Sekov Reducer for 
Men,” “Sekov Formula P,” ‘‘SSekov Formula R,” and “Sekov Formula T.’” 

1002. Misbranding of Sekov Reducer. U.S. v. 15 Cartons of Sekov Reducer. Tried to the court 
without a jury. Judgment for the Government. Decree of condemnation and destruc- 
tion. (F. D. C. No. 5167. Sample No. 11274-E.) Misbranding of Sekov and adul- 
teration and misbranding of Sekov Formula “P.” U.S. v. 47 Cartons and 6 Cartons of 
Sekov and 7 Cartons of Sekov Formula “P.” Default decrees of condemnation and 
a (F. D. C. Nos. 7992, 7993, 9500. Sample Nos. 11077—E, 11078-E 

od ye 

On July 21, 1941, July 29, 1942, and March 6, 19438, the United States attorneys 
for the Southern District of Texas and the District of Nevada filed libels against 
32 cartons of a product labeled ‘‘Sekov,” or “Sekov Reducer,” and 7 cartons of 
Sekov Formula “P” at Houston, Tex., and 6 cartons of Sekov at Reno, Nev., al- 
leging that the articles had been shipped in interstate commerce within the period 
from on or about May 24, 1941, to January 8, 1943, by the Sekov Corporation or 
Sekov Studio, from Hollywood, Calif.; and charging that they were misbranded 
and that the Sekov Formula “P” was also adulterated. 

Examination showed that each carton of the Sekov, or Sekov Reducer, con 
tained two types of capsules, ‘No. 1” and “No. 2,” respectively. Analyses of 
samples showed that the “No. 1” capsules consisted of glandular material in 
cluding thyroid in amounts ranging from 1.84 grains to 1.95 grains per capsule: 
that the “No. 2” capsule contained rhubarb root, cascara sagrada bark, aloin, and 
asafetida; and that the Formula “P” contained approximately 1.738 grains of 
thyroid per capsule. 

The products were alleged to be misbranded (1) in that the labeling was false 
and misleading; (2) in that the articles were dangerous to health when used in 
the dosage or with the frequency or duration prescribed, recommended, or su¢- 
gested in the labeling: and (3) (portions) in that their labelings failed to bear 
adequate directions for use, and such adequate warnings as are necessary in 
ease of thyroid and laxative preparations. (The misbranding charges are more 
fully set forth in the opinion of the court below.) 

The Formula “P” was alleged to be adulterated in that its strength differed 
from that which it purported and was represented to possess, since it was repre- 
sented to contain “Active Ingredients Thyroid, U. 8S. P. 1 Gr.,” whereas it contained 
more than 1 grain of U. S. P. thyroid per tablet. 
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The Sekov Corporation of Los Angeles, Calif., filed its claim and answer in the 
Southern District of Texas to the libel involving 15 cases of “Sekov Reducer,” 
and filed a motion for removal of the case to the Southern District of California. 

On September 18, 1941, the court denied this motion, handing down the following 
opinion : 

KENNERLY, District Judge: 

“This is a suit by the United States of America to condemn under the Federal 
Food, Drug and Cosmetic Act of June 25, 19388 (Title 21, Sections 301 to 392, 
U. &. C. A.), Fifteen Cartons, more or less, of articles called ‘Sekoy Reducer.’ 
Such articles were at the time of the filing of said suit, and are now, situated in 
the City of Houston in this Division and District. They have been seized by the 
Marshal. His Return shows that they were in possession of Sekov Reducing 
Studio when seized. 

“Sekov Corporation, a claimant of such articles (for convenience called Claim- 
ant). has filed a Motion to transfer the suit to the District Court of the United 
States in the District in which Claimant says it has its principal place of busi- 
ness, i. e., Hollywood, in the Southern District of California. This is a hearing 
on such Motion under Local District Court Rule 25. The matter is to be deter- 
mined from the pleadings of the parties which for the purpose of this hearing 
will be regarded as stating the facts. 

“1 :—The particular provisions of such Act upon which Claimant relies to sup- 
port such Motion is the following portion of Seetion 334, Title een (Rass the Ade Pies 
‘In any case where the number of libel for condemnation proceedings is limited as 
above provided the proceeding pending or instituted shall, on application of the 
claimant, seasonably made, be removed for trial to any district agreed upon by 
stipulation between the parties, or, in case of failure to so stipulate within a 
reasonable time, the claimant may apply to the court of the district in which 
the seizure has been made, and such court (after giving the United States attorney 
for such district reasonable notice and opportunity to be heard) shall by order, 
unless good cause to the contrary is shown, specify a district of reasonable proxi- 
mity to the claimant’s principal place of business, to which the case shall be re- 
moved for trial.’ 

“The Government answers the Motion with the claim that in this case the 
number of libel for condemnation proceedings is not limited under that portion 
of Section 334 which reads as follows :— 

(a) Any article of food, drug, device, or cosmetic that is adulterated or mis- 
branded when introduced into or while in interstate commerce, or which may not, 
under the provisions of section 344 or 355, be introduced into interstate commerce, 
shall be liable to be proceeded against while in interstate commerce, or at any 
time thereafter, on libel of information and condemned in any district court of 
the United States within the jurisdiction of which the article is found: Prov ided, 
however, That no libel for condemnation shall be instituted under this chapter, 
for any alleged misbranding if there is pending in any court a libel for con- 
demnation proceeding under this chapter based upon the same alleged mis- 
branding, and not more than one such proceeding shall be instituted if no such 
proceeding is so pending, except that such limitations shall not apply:— * * * 

‘(2) when the Secretary has probable cause to believe from facts found, 
without hearing, by him or any officer or employee of the Department that the 
misbranded article is dangerous to health, or that the labeling of the mis- 
branded article is fraudulent, or would be in a material respect misleading to 
the injury or damage of the purchaser or consumer.’ 


“T think the Government is right, and that this is not a case that may be 
transferred. 

“2+_Tt will be observed also from Section 334 that a claimant such as is the 
Claimant here is not necessarily entitled to have the case transferred to the Dis- 
trict in which it has its place of business, but only a District of ‘reasonably prox- 
imity’ thereto. But that such transfer shall take place unless good cause to 
the contrary is shown. 

“Not only is this a case where proceedings are not limited, but good cause is 
shown why it should not be transferred. It not only appears that the articles 
are situated in this District, but were in the hands of a person other than claim- 
ant when seized and that many of the witnesses are in this District. 

“Claimant’s motion will be denied. Let an Order be prepared and presented 
accordingly.” 
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On April 13, 1942, the case against the 15 cartons at Houston, Tex., came on 
for trial before the court, and on April 30, 1942, the court found all issues of fact 
and law for the Government, handing down the following opinion: 


KENNERLY, District Judge: 

“This is a libel by the United States Government under the Federal Food, Drug 
and Cosmetic act (Sections 301 to 392, Title 21, U. S. C. A.), to condemn Fiftee: 
Cartons, more or less, of Sekovy Reducer, a claimed remedy for obesity, found 
and situated in this District and Division, alleged to be misbranded within the 
meaning of the Act, and to have been shipped on or about May 24, 1941, in Inter- 
state Commerce by Sekov Corporation, Hollywood, California, to Sekov Re- 
ducing Studio, Houston, Texas, for sale by such Studio. The Sekov Corporation 
(for brevity called Claimant) is here, claiming such articles, denying the allega- 
tions of the Government, and contending for immunity here because, as it says, 
the Federal Trade Commission in a proceeding before it has heretofore assumed 
jurisdiction of and decided the questions here involved. 

“It has been stipulated that the articles sought to be condemned were shipped 
in Interstate Commerce for sale in this District and Division as alleged, that 
they have been seized, and the Complaint and Order in the proceedings before 
the Federal Trade Commission are in evidence. Thus we are brought at once 
to the questions to be determined. 

“1:—The Government complains with respect to such articles as follows: 
‘Said article is misbranded in violation of the Act of June 25, 1938, known as 
the Food, Drug and Cosmetic Act, in that the statement on the carton “Reducer” 
and the design of a slender female figure are false and misleading, since they 
imply that the article is a safe and appropriate treatment for the reduction of 
weight, when in fact the article is not such a safe and appropriate treatment but 
is a dangerous drug and does not constitute an effective agent in reducing weight: 

“This complaint is bottomed on that part of the Act reading as follows (Sec- 
tion 352 (a), Title 21, U. S. C. A.) :—A drug or device shall be deemed to be 
misbranded: * * * If its labeling is false or misleading in any particular.’ 

“On the outside of the container or package of ‘SEKOV’ are these words :- 
‘SEKOV Trade Mark Reg. U. 8S. Pat. Off. REDUCER (Then follows a picture of 
a woman with a slender figure) Manufactured for—Packed by 6404 Hollywood 
Blvd—Sekov Corporation—Hollywood, California.’ 

“‘Sekov’ comes in and is to be taken in two capsules, stated on the label to 
contain and which the evidence shows do contain ingredients as follows :—'No. 1 
Capsule Active Ingredients Thyroid, U. S. P. 1.87 Gr. Whole Ovarian 
Whole Pituitary Aloin No. 2 Capsule Active Ingredients Rhubarb Powder 
Asafetida Cascara Sagrada Oeoresin Ginger Aloin-Bile Salts.’ 

“I find the labeling false and misleading. The evidence clearly shows that 
‘Sekov’ is not a reducer, i. e., that it is not a remedy for obesity and will not re- 
duce the weight or figure of a heavy or stout woman to the slender proportions 
shown in the picture on the container. 

“It is shown that the Sekov Reducing Studio, Houston, was furnished by Claim- 
ant with a supply of printed booklets, the title of which is ‘Sekov, A Path to 
Slenderness’. These booklets were shipped to the studio in Interstate Com- 
merce and kept on hand by the Studio in Houston and sent or delivered to persons 
making inquiry by mail or in person with respect to ‘Sekov’, The evidence is not 
convincing that one of these booklets went to every purchaser of ‘Sekoy.’ Citing 
United States v. Research Laboratories, Ine. (U. S. C. A. Ninth decided February 
24, 1942, — Fed. (2d) —), Claimant says that such booklets under Section 201 (m) 
of the Act (Section 321 (m), Title 21, U. S. C. A.) must be considered as part of 
the label. Citing United States v. 59 Tubes, 32 Fed. Supp. 960, the Government 
combats this view. Which is right, I do not find it necessary to decide, because 
the booklets, if construed as part of the label, do not help Claimant, but support 
the Government's contention. The front outside cover of the booklets intro- 
duces ‘Sekov’ as ‘A path to SLENDERNESS’ and shows the same picture of a 
slender woman shown on the container. It is then said, ‘A Reducing Formula,’ ‘No 
Rigid Diet,’ ‘No Strenuous Exercises.’ The back outside cover and the inside of 
the booklets contain similar statements, also two pictures of a very stout woman 
and a very slender woman, purporting to show ‘before’ and ‘after’ use of ‘Sekov.’ 
They also contain four strong testimonials from women, praising ‘Sekov’ as a 
flesh reducer, one claims the writer was reduced from 212 to 128 pounds, another 
from 149 to 130 pounds, another from 16414 to 135 pounds, and still another from 
145 to 123 pounds. There are some rather obscure statements in the booklets that 
‘Sekov’ contains thyroid and is a treatment for obesity only when used by persons 
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suffering from hypothyroidism (lack of thyroid), but the booklets, considered as 
a whole, strongly affirm ‘Sekov’ is a reducer and a cure for obesity generally. 

“Whether the label on the container is considered alone or in connection with 
the booklets, it is false and misleading within the meaning of the Act. 

“Standing on George H. Lee & Co., v. Federal Trade Commission, 113 Fed. (2d) 
5838, Claimant says the order of the Federal Trade Commission renders it im- 
mune here. The Government combats this view. I find it unnecessary to decide 
the question thus raised, because a fair construction of the Order of the Com- 
mission‘ and the Findings of Fact and Conclusions of Law therein supports the 
contention of the Government, and the finding here that the labeling is false and 
misleading. 

“2:—The Government, in its Libel, also complains with respect to such articles 
as follows: ‘Said article is further misbranded in that it is dangerous to health 
when used in the dosage, or with the frequence or duration prescribed, recom- 
mended or suggested in the labeling thereof, namely, (on the carton) : ‘30-No. 1 
Capsules THIRTY DAYS SUPPLY * * * No. 1 One Capsule before Noon 
Meal.” This allegation is based on the fact that the capsules when taken in 
accordance with the suggested directions will supply a dangerous amount of 
thyroid.’ 

“This complaint is bottomed on that part of the Act reading as follows (Sec- 
tion 352 (j), Title 21, U. S. C. A.) :—A drug or device shall be deemed to be mis- 
branded: * * * (j) If it is dangerous to health when used in the dosage or 
with the frequency or duration prescribed, recommended, or suggested in the 
labeling thereof.’ 

“The dosage and directions for taking ‘Sekov’ are found on the container or 
cover of the package. On the outside of the container, there are these direc- 
tions :—‘(30-No. 1 Capsules) Thirty Days Supply (15 No. 2 Capsules) Price $5.50 
Adequate directions for use on inside cover of package.’ 

“On the inside of the package or container, there are found these directions :— 
‘No. 1 One Capsule before Noon Meal (Preferably half to one hour before) 
Not to be used by persons suffering from hyperthyroidism. No.2 One Capsule 
Every Other Night (Just before retiring) Important not to be used when ab- 
dominal pain (stomach ache, cramps, colic), nausea, vomiting (stomach sick- 
ness) or other symptoms of appendicitis are present.’ 

“The evidence supports and compels a finding and I find, that ‘Sekov’ is 
dangerous to health when used in the dosage or with the frequency or duration 
prescribed in the quoted directions on the label, and this is true whether the 
patient is or is not suffering from hyperthyroidism or from hypothyroidism. 

“In the hereinbefore mentioned booklets which Claimant says must be con- 
sidered as a part of the directions, it is said :—Sekov contains Thyroid and con- 
stitutes a treatment for obesity only when used by persons suffering from 
hypothyroidism. (Lack of Thyroid.) We recommend that you consult physician 


1A part of the Order of the Commission is as follows: “The aforesaid statements, claims, 
and representations used and disseminated by the respondents in the manner above de- 
scribed are grossly exaggerated, misleading, and untrue. In truth and in fact, said prepa 
ration advertised and known as “SEKOV REDUCER” and as “SEKOV” is not a scientific 
treatment for obesity when administered without a thorough medical examination and 
without scientific care and observation. and constitutes a treatment for obesity only when 
used by persons suffering from hypothyroidism. Obesity may be due to several causes, 
including the dysfunctioning of the pituitary gland and to excess intake of food, in whieh 
cases the use of said preparation will be improper and ineffective. Said preparation will 
not guard the health of the user and does not act on a corrective principle for the reason 
that the effect of the intake of thyroid accelerates the rate of metabolism whereby the 
tissues, especially fatty tissues, are burned more rapidly than is normal, and such a process 
may be dangerous and may be injurious to the health and life of the user unless the extent 
of such process is carefully coordinated to the exact needs of the person suffering from 
hypothyroidism. The use of said preparation is a harsh or strenuous method of reducing 
for the reasons herein set forth. Said preparation does contain cathartics and dangerous 
drugs in that Capsule No. 1 of said preparation contains rhubarb, cascara sagrada, aloin 
and bile salts, all of which are cathartics, and all of which tend to dehydrate the body tis- 
sues. In addition, said preparation contains the dangerous drug, extract of thyroid. Said 
preparation is not made for reaching the glands or nourishing the glands whose faulty func- 
tion is the cause of most overweight. The only gland substances in said preparation are 
whole ovarian substance, whole pituitary substance, and thyroid substance, and the effect 
of thyroid gland substance is to supply thyroxin to the system but not to rejuvenate the 
thyroid gland. Said preparation does not regulate the action of the glands gently and 
gradually or at all. The use of said preparation, although it may result in taking off fat 
by accelerating the rate of metabolism, may seriously weaken the body and the organs of 
the body, including the heart. Said preparation is not effective in reducing practically all 
cases of overweight for the reason that the drug extract of thyroid is effective only in 
treatment of obesity in cases in which the patient is suffering from hypothryoidism 
Most overweight is caused by excessive intake of food. Said preparation does not accon 
plish reduction of weight or fat by normalizing the body. 
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to determine the cause of your overweight as the use of Thyroid by a person not 
deficient in Thyroid may result in serious or irreparable injury to the health 
of the user.’ 

“If, as Claimant contends, the booklets must be looked to as part of the label, 
there is no change in the findings. I do not think Claimant's case is helped when 
the booklets are considered as a whole. 

“The question arises again as to the effect here of the Order of the Federal 
Trade Commission in evidence and upon which Claimant relies upon for im- 
munity. The Order contains findings that ‘Sekov’ is not a scientific treatment for 
obesity as claimed, when administered without a thorough medical examination 
and without scientific care and observation of the patient, and that it con- 
stitutes a treatment for obesity at all only when used by persons suffering from 
hypothyroidism. And that it may be dangerous and may be injurious to the 
health and life of the patient unless carefully coordinated to the exact needs of 
the person suffering from hypothyroidism. If, as Claimant insists, this Court is 
bound by such Findings, Claimant's case is not helped. 

“It is not necessary to discuss other questions raised by the pleadings. From 
what has been said, it follows that the Government is entitled to Judgment, 
condemning such articles.” 

On May 28, 1942, judgment of condemnation was entered, The case was ap- 
pealed to the Circuit Court of Appeals for the Fifth Circuit, and on December 
8, 1948, the judgment of the District Court was affirmed, the court handing down 
the following opinion: 

McCorp, Circuit Judge 

“The appeal is from a judgment condemning fifteen cartons of Sekov Reducer, 
an alleged remedy for obesity. The trial court found that the product had been 
falsely labeled and misbranded and shipped in interstate commerce contrary to 
the provisions of the Federal Food, Drug, and Cosmetic Act, 21 U. 8. C. A. Par. 
301 et seq., par. 334, par 352 (a), (f) and (j). The findings of fact and con- 
elusions of law of the trial court are included in a published opinion, United 
States v. fifteen Cartons, more or less, of Sekov Reducer, D. C. F. Supp. 52. 

“The Sekov Reducer containers bore a picture of a woman with a slender 
figure. Printed booklets intended for distribution with the product were titled 
“Sekov, A Path to Slenderness.” The labels on the packages, and the booklets 
which appellant alleges were distributed to purchasers, were false and mis- 
leading in that they represented Sekov Reducer to be a safe and appropriate 
treatment for the reduction of weight. 

“Properly admitted testimony of practicing physicians clearly establishes that 
Sekov Reducer is not a remedy for obesity ; that it will not, as claimed, reduce 
the figure of a stout woman to the slender proportions shown in the picture on 
the container: that directions for use of the product were inadequate; and that 
its use is dangerous to health when used with the frequency or duration pre- 
scribed in the directions on the label, ‘and this is true whether the patient is or is 
not suffering from hyperthyroidism or from hypothyroidism.’ 

“(1) Appellant Sekov Corporation contends that the fact that it had been 
previously proceeded against by the Federal Trade Commission barred inquiry 
by the District Court into the questions presented by the Government’s libel. 
There is no merit in this contention. The issues in that proceeding were not 
identical with those here presented. Moreover, the power and duty of the District 
Court to condemn the misbranded articles was not impaired or diminished by 
the former proceeding. United States v. Research Laboratories, 9 Cir., 126 F. 
2d 42, 45. 

“(2) The findings of the District Court are supported by the evidence and 
its judgment is in accordance with the applicable law, 

“The judgment is affirmed.” 

On January 27, 1943, the case instituted in the District of Nevada and the 
other action at Houston, Tex., having been consolidated and removed to the 
District Court for the Northern District of California, and the claim and answer 
of the Sekov Corporation having been withdrawn, judgments of condemnation 
and forfeiture were entered and it was ordered that the clerk return the files 
to the respective districts, together with copies of the decrees of condemnation, 
forfeiture, and destruction, in order that the marshals for those districts might 
destroy the product. In April 1944, a decree was entered ordering that the prod- 
uct at Houston Tex., be destroyed. 
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MISBRANDED DRUGS AND DEVICES—-HEADACHE REMEDIES, PAIN RELIEVERS, AND 
SEDATIVES 


(Issued May 1940) 


1. Misbranding of B. C. Headache Powders. U.S. v. 46 Dozen Packages of B.C. Default decree 
of condemnation and destruction. (F.D.C.No.111. Sample No. 25097—D.) 

These powders consisted essentially of acetanilid, aspirin, caffeine, and potas- 
sium bromide. They would be dangerous to health when used in the dosage 
or with the frequency or duration prescribed, recommended, or suggested in 
the labeling, which directed a dosage of one powder which might be repeated 
once or twice at intervals of 3 or 4 hours if indicated. Its labeling failed to 
reveal facts material with respect to the consequences which might result from 
the use of the article under the conditions of use prescribed in the labeling and 
failed to bear warnings against use in pathological conditions where its use might 
be dangerous to health or against unsafe dosage or duration of administration. 

On or about January 4, 1939, the United States attorney for the Northern 
District of Georgia filed a libel against 46 dozen packages of B. C. Headache 
Powders at Atlanta, Ga.; alleging that the article had been shipped in inter- 
state commerce on or about November 30, 1938, by B. C. Remedy Co. from 
Durham, N. C.; and charging that it was misbranded for the reasons appearing 
above. 

On March 16, 1939, the B. C. Remedy Co., claimant, having petitioned that 
it be permitted to withdraw its claim and answer, such petition having been 
granted, and no answer or defense being before the court at that time, judgment 
of condemnation was entered and the product was ordered destroyed. 

2. Misbranding of Stanback Headache Powders. U. S. v. 309 Dozen Packages of Stanback 
Headache Powders. Default decree of condemnation and destruction. (I. D. C. No, 207. 
Sample Nos. 44801-D, 44863-D.) 

These powders contained acetanilid, potassium bromide, aspirin, caffeine, and 
a trace of sodium bicarbonate. They would be dangerous to health when used 
in the dosage or with the frequency prescribed, recommended, or suggested in 
the labeling, which bore directions that one powder be taken for relief of the 
discomfort of simple headache and neuralgia, and muscular aches and pains, and 
that another powder might be taken in 30 minutes if necessary; that one powder 
be taken as a sedative, to be repeated in 2 or 3 hours if necessary; and that one 
powder be taken at the first sign of a cold and one 2 hours later for relief of the 
discomfort of simple head colds; and stated that one powder at night just before 
retiring was especially recommended for such head colds. Its labeling failed to 
reveal facts material with respect to the consequences which might result from 
its use under the conditions of use prescribed in the labeling and failed to bear 
warnings against use in those pathological conditions in which its use might be 
dangerous to health, or against unsafe dosage or duration of administration. 

On March 23, 1939, the United States attorney for the Northern District of 
Georgia filed a libel against 309 dozen packages of Stanback Headache Powders 
at Atlanta, Ga., alleging that the article had been shipped in interstate commerce 
within the period from on or about January 12 to on or about March 8, 1939, by 
the Stanback Co. from Salisbury, N. C.; and charging that it was misbranded 
for the reasons appearing hereinbefore. 

On April 15, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 

3. Misbranding of Goody’s Headache Powder. U. S. v. 1,524 Envelopes of Goody’s Headache 
Powder. Default decree of condemnation and destruction. (F. D. C. No. 211. Sample 
No. 45525-D.) 

These powders contained potassium bromide, acetanilid, aspirin, and caffeine. 
They would be dangerous to health when used in the dosage or with the fre- 
quency or duration prescribed, recommended, or suggested in the labeling, which 
directed that for headaches and neuralgia one powder be taken, and repeated in 
2 hours if necessary, with succeeding doses in 3 or 4 hours if necessary; that 
for muscular aches and pains one powder be taken and repeated in 3 or 4 
hours as required; that as a sedative for discomfort of headaches due to auto- 
mobile and train travel, one powder be taken and repeated in 2 hours if neces- 
sary; that for simple head colds and for reducing simple fever one powder 
be taken as soon as symptoms appear, to be repeated in 3 or 4 hours if re- 
quired. Its labeling also failed to reveal facts material in the light of the said 
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directions and similar representations on the envelope, and failed to reveal facts 
material with respect to consequences which might result from use of the article 
under the conditions of use prescribed in the labeling, and failed to bear adequate 
warnings against use of the article in those pathological conditions or by children 
where its use might be dangerous to health, or against unsafe dosage or methods 
or duration of administration, in such manner and form as are necessary for the 
protection of users. 

On April 4, 1989, the United States attorney for the Eastern District of South 
Carolina filed a libel against 1,524 envelopes of Goody’s Headache Powder at 
Columbia, 8S. C.; alleging that the article had been shipped in interstate commerce 
on or about March 1, 1939, by Goody’s, Inc., from Winston-Salem, N. C.; and 
charging that it was misbranded for the reasons appearing above. 

On May 24, 1939, no claimant having appeared, judgment of condemnation was 
entered and the product was ordered destroyed. 

4. Misbranding of B-B Headache Powders. U. S. v. 596 Envelopes of B-B. Default decree of 
condemnation and destruction. (F. D.C. No. 215. Sample No. 45524—D.) 

These powders contained potassium bromide, acetanilid, aspirin, and caffeine. 
They were recommended in the labeling as a quick relief of pain and discomfort 
due to muscular aches, head colds, simple headaches, simple neuralgias, periodic 
pains, and asa sedative in simple nervousness. They would be dangerous to health 
when used in the dosage or with the frequency or duration so prescribed, rec- 
ommended, or suggested. The labeling failed to reveal facts material in the light 
of the representations set forth in the said labeling or material with respect to 
consequences which might result from the use of the article under the condi- 
tions of use prescribed therein, and failed to bear adequate warnings against 
its use in those pathological conditions or by children where its use might be 
dangerous to health, or against unsafe dosage or methods or duration of admin- 
istration or application, in such manner and form as are necessary for the 
protection of users. 

On April 4, 1939, the United States attorney for the Eastern District of South 
Carolina filed a libel against 596 envelopes of B-B Headache Powders at Colum- 
bia, S. C.; alleging that the article had been shipped in interstate commerce 
on or about March 7, 1939, by Specialty Sales Co. from Atlanta, Ga.; and charging 
that it was misbranded for the reasons appearing hereinbefore. 

On June 6, 1939, no claimant having appeared, judgment of condemnation was 
entered and the product was ordered destroyed. 

5. Misbranding of Hed-Lyte. U.S. v. 93 Bottles of Hed-Lyte. Default decree of condemnation 
and destruction. (I. D. C. No. 225. Sample No. 38055—D.) 

This drug contained acetanilid, sodium bromide, and caffeine. Its labeling 
contained representations that it would relieve pain in simple headaches, simple 
neuralgia, and muscular aches and pains; that it was indicated in feverish 
conditions due to colds and for nervousness due to excesses; that it would 
lessen the perception of pain and distress during menstruation and generally 
result in increased comfort, and was of value in relieving nervousness and simple 
headache which might be attributed to or might follow alcoholic or tobacco 
excess. The labeling contained directions that 2 teaspoonfuls be taken in 
water, to be repeated in 30 or 40 minutes if not relieved, and that the third 
dose should not be taken until 2 hours after the second, with dosage for children 
in proportion. 

It would be dangerous to health when used in the dosage or with the fre 
quency or duration so prescribed, recommended, or suggested and its label 
failed to reveal facts material with respect to consequences which might 
result under the conditions of use prescribed in its labeling or under such 
conditions of use as are customary or usual and failed to bear adequate warn 
ings against its use in those pathological conditions or by children where its 
ase might be dangerous to health, or against unsafe dosage or methods or 
duration of administration in such manner and form as are necessary for the 
protection of users, 

On May 1, 1939, the United States attorney for the Western District of 
Louisiana filed a libel against 98 bottles of Hed-Lyte at Shreveport, La.; alleging 
that the article had been shipped in interstate ecommerce on or about Mareh 
6, 1939, by the Hed-Lyte Co. from Dallas, Tex.; and charging that it was 
misbranded for the reasons stated above. 

On June 30, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 
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6. Misbranding of Dixie Fever and Pain Powder. U. S. v. 243 Packages and 193 Packages of 
Dixie Fever and Pain Powder. Default decrees of condemnation and destruction. (F. D. 
C, Nos. 217, 218. Sample Nos. 36991—D, 36992—D.) 

These powders contained acetanilid, sodium bicarbonate, caffeine, and 
charcoal. They would be dangerous to health when used in the dosage or with 
the frequency prescribed, recommended, or suggested in the labeling which con- 
tained directions that for simple headache, neuralgia, head colds, and general 
relief of inorganic pains, one powder be taken, to be repeated in 2 hours if 
necessary, that in case of fever, one powder be taken every 2 hours until fever is 
reduced, that if the fever is very high 1%; powder be taken every hour, that for 
children 3 to 12 years of age, 4 to % a powder be given according to age every 
2 hours. 

On April 12, 1939, the United States attorney for the Western District of 
Oklahoma filed a libel against 486 packages of Dixie Fever and Pain Powder at 
Oklahoma City, Okla.; alleging that the article had been shipped in interstate 
commerce on or about December 12, 1938, and January 12, 1939, by the Swamp & 
Dixie Laboratories, Inec., from Fort Smith, Ark.; and charging that it was 
misbranded for the reasons appearing hereinbefore. 

On May 13, 1939, no claimant having appeared, judgments of condemnation 
were entered and the product was ordered destroyed. 

7. Misbranding of E E Powders. U. S. v. 936 Cartons of E E Powders. Default decree of 
condemnation and destruction. (F. D.C. No. 197. Sample No. 44932—D.) 

These powders contained acetanilid, acetylsalicylic acid, and potassium bromide, 
and would have been dangerous to health when used as prescribed, recommended, 
or suggested in the labeling. They were recommended in the labeling for the 
relief of simple headache, neuralgia, muscular aches and pains, head colds, and 
as an aid in reducing fever, with directions that 1 powder be taken and repeated 
in 1 hour, if needed, for simple headache ; that 1 powder be taken every 3 hours for 
ead colds and for reducing fever, and that 4% powder be given to children under 
10 years of age every 3 hours. Its labeling also failed to reveal facts material 
with respect to the consequences which might result from its use under conditions 
of use prescribed therein and failed to bear warnings against use in those patho- 
logical conditions or by children where its use might be dangerous to health or 
against unsafe dosage or methods or duration of administration in such manner 
and form as are necessary for the protection of users. The labeling was further 
objectionable because of the misleading statement on the envelope and shipping 
cartons that each powder contained 4 grains of acetanilid, since each powder 
contained approximately 4.99 grains of acetanilid. 

On March 10, 1939, the United States attorney for the Western District of 
North Carolina filed a libel against 936 cartons of E E Powders at Lincolnton, 
N. C.; alleging that the article had been shipped in interstate commerce on or 
about October 7, 1988, by the E E Medicine Co. from Greenville, S. C.: and 
charging that it was misbranded. 

The libel alleged that the article was also misbranded in violation of the Food 
and Drugs Act of June 30, 1906, reported in notice of judgment No. 30881 
published under that act. 

On April 8, 1939, no claimant having appeared, judgment of condemnation was 
entered and the product was ordered destroyed. 

8. Misbranding of Causalin. U. S. v. 44 Packages of Causalin (and 4 other seizure actions 
against the same product). Default decrees of condemnation and destruction. (F. 1). €. 
Nos. 14, 69, 70. 71, 72. Sample Nos, 25962—D, 25963-D, 25964—D, 30071-—D, 30074-D, 
30092—D, 30097—D, 35567—D, 35569—D, 35570-D. ) 

This product consisted of capsules and tablets containing aminopyrine (aminodi- 
nethylpyrazolon), salicylic ethyl ester carbonate, and a sulfonate such as 
quinolinesulfonate. It would be dangerous to health when used in the dosage, 
or with the frequency prescribed, recommended, and suggested in the labeling 
n which it was recommended that it be taken in the dosage as directed by the 
physician, that is, 1 to 2 tablets or capsules 3 times a day 14 hour before meals. 

On July 27, September 1, and September 8, 1938, the United States attorneys for 
the District of New Jersey, District of Rhode Island, and the Eastern District of 
Pennsylvania filed libels against 44 packages of Causalin at Newark, N. J.: 46 
packages at Providence, R. I.; and 121 packages of the product at Philadelphia, 
Pa.; alleging that it had been shipped in interstate commerce by the Amfre Drug 
Co, from New York, N. Y., within the period from on or about July 1 to on or 
ihout August 22, 1988; and charging that it was misbranded for the reasons 

ppearing above. 
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The libels also charged that the article was adulterated and misbranded in 
violation of the Food and Drugs Act, as reported in notice of judgment No. 29757 
published under that act. 

On September 7, September 20, and October 5, 1938, no claimant having appeared, 
judgments of condemnation were entered and the product was ordered destroyed. 
9. Misbranding af Causalin. U.S. v. 89 Packages, et al., of Causalin. Default decrees of con- 

demnation and destruction. (F. D. C. Nos. 226, 227. Sample Nos. 85890—D, 35895-—D, 
59756—D to 59759—D, incl.) 

This product consisted of tablets and capsules containing aminopyrine, salicylic 
ethyl ester carbonate, and quinolinesulfonate. It would be dangerous to health 
when used in the dosage suggested in the labeling, in which it was recommended 
that it be taken in the dosage directed by the physician. Its labeling failed to 
reveal facts material with respect to the consequences which might result from 
its use under the conditions of use prescribed in its labeling or under such con- 
ditions of use as are customary or usual, and it failed to bear adequate warnings 
against unsafe dosage or methods or duration of administration in such manner 
and form as are necessary for the protection of users. 

On May 6, 1939, the United States attorney for the District of Massachusetts 
filed libels against 336 packages of Causalin at Boston, Mass.; alleging that 
the article had been shipped in interstate commerce by the Amfre Drug Co. 
from New York, N. Y., within the period from on or about October 26, 193s, 
to on or about April 5, 1939; and charging that it was misbranded for the 
reasons stated above. 

On August 8, 1939, no claimant having appeared, judgments of condemnation 
were entered and the product was ordered destroyed. 


10. Misbranding of Cal-co-cin. U.S. v. 1 Package and 2 Bottles of Cal-co-cin. Default decrees 
of condemnation and destruction. (F. D. C. Nos. 90—-A, 101. Sample Nos. 34424—D, 
34644-—D.) 


This drug consisted of the calcium salts of benzoic acid and cinchophen. It 
would be dangerous to health when used in the dosage or with the frequency 
prescribed, recommended, and suggested in the labeling, which directed the 
dosage of one capsule four times a day, that is, after meals and on retiring. 

On November 10 and 23, 1938, the United States attorney for the District 
of Maryland filed libels against one package, containing 400 capsules of 
Cal-co-cin, at Frederick, Md., and 2 bottles, containing 900 capsules of Cal-co-cin, 
at Taneytown, Md.; alleging that the article had been shipped in interstate 
commerce from Philadelphia, Pa., on or about August 17 and October 20, 1938, 
by the Crescent-Kelvan Co.; and charging that it was misbranded for the reasons 
stated above. 

The libels alleged that the article was also misbranded in violation of the 
Food and Drugs Act of 1906, as reported in notice of judgment No. 30202 published 
under that act. 

On December 5 and December 15, 1958, no claimant having appeared, judg- 
ments of condemnation were entered and the product was ordered destroyed. 


11. Misbranding of Volz Anti-Rheumin. U. S. v. 754 Cartons of Volz Anti-Rheumin. Default 
decree of condemnation and destruction. (F. D. C. No. 108. Sample No. 42878—D.) 


This product consisted of capsules containing cinchophen, acetophenetidin, 
aspirin, lithium salicylate, and cinchona bark. It would be dangerous to health 
when used in the dosage and with the frequency or duration prescribed, recom- 
mended, and suggested in the labeling, which bore directions that it be taken: 
8 capsules a day, 2 after breakfast, 2 after noonday meal, 2 after evening meal, 
and 2 immediately before retiring, as indicated for acute rheumatic fever, to be 
continued until after pain and fever subside then 4 to 6 capsules a day, children 
8 capsules a day, the dosage also indicated for muscular aches and pains, 
muscular lumbago, simple headaches, simple neuralgia, and gout. 

On December 8, 1938, the United States attorney for the Western District of 
Pennsylvania filed a libel against 754 cartons of Volz Anti-Rheumin at Erie, Pa.: 
alleging that the article had been shipped in interstate commerce on or about 
October 13, 1938, by Strong, Cobb & Co., Inc., from Cleveland, Ohio; and charging 
that it was misbranded for the reasons stated above. The product was shipped 
in bulk and was packaged and labeled at Erie, Pa., while in interstate commerce, 
by Robert W. Brooks, trading as the Volz Co., the promoter of the product, 
which firm ordered the goods from the shipper. 

On January 17, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 
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12. Misbranding of Cachets Algocratine. U. S. v. 224 Boxes of Cachets Algocratine. Default 
decree of condemnation and destruction. (F. D. C. No. 193. Sample No. 59701-D.) 


This product contained phenacetin (acetophenetidin), aminopyrine, and a 
small proportion of caffeine. It would be dangerous to health when used in the 
dosage or with the frequency or duration prescribed, recommended, or suggested 
in the labeling, in which it was represented that each cachet contained 4% grains 
of phenacetin, a derivative of acetanilid, and that it be taken in the dosage of 
one cachet, to be repeated in an hour if required, and that it was rarely necessary 
to exceed a daily dose of three or four. 

On March 7, 1939, the United States attorney for the Southern District of 
New York filed a libel against 224 boxes of Cachets Algocratine at New York, 
N. Y.; alleging that the article had been shipped from Paris, France, by E. 
Lancosme, arriving at the Port of New York on or about August 18, 1988; and 
charging that it was misbranded for the reasons appearing above. 

On March 24, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 


13. Misbranding of Cidic Comfort Compound. U. S. v. 8 Boxes of Cidic Comfort Compound. 
Default decree of condemnation and destruction. (FF. D. C. No. 116. Sample No 
32661-—D.) 


This drug consisted of capsules containing aminopyrine. It would be dan- 
gerous to health when used in the dosage and with the frequency or duration 
prescribed, recommended, and suggested in the labeling, which directed that 
one capsule be taken at the first sign of period and that if muscular pain per- 
sisted a second capsule should be taken. Its label also failed to reveal facts 
material with respect to consequences which might result from the use of the 
article under the conditions of use prescribed therein. 

On January 17, 1939, the United States attorney for the Northern District of 
Indiana filed a libel against 8 boxes of Cidic Comfort Compound at Gary, Ind.; 
alleging that the article had been shipped in interstate commerce on about No- 
vember 4, 1938, by the Hy’ne Co., from Chicago, Ill.; and charging that it was 
misbranded for the reasons stated above. 

On March 8, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 


14. Misbranding of Barmidon Tablets. U.S. v. 7 Bottles of Barmidon Tablets. Default decree 
of condemnation and destruction. (I. D. C. Nos, 104, 105. Sample Nos. 58666—D, 
5R667-—D.) 


This product contained barbital and aminopyrine (dimethyl-amino-antipyrine). 
Its labeling recommended that it be taken in the dosage of 1 to 2 tablets, to 
be repeated as required and that it be administered cautiously under a physi 
cian’s supervision. It would be dangerous to health when used in the dosage 
or with the frequency so prescribed, recommended, or suggested. Its labeling 
also failed to reveal facts material with respect to consequences which might 
result from its use under the conditions of use prescribed therein. 

On December 22, 1938, the United States attorney for the Southern District 
of Ohio filed a libel against 7 bottles, containing 2,600 Barmidon Tablets, at 
Dayton, Ohio; alleging that the article had been shipped in interstate com 
meree by Endo Products, Inc., from New York, N. Y., on or about October 26 
and November 25, 1938: and charging that it was misbranded for the reasons 
stated above. 

The libel aleged that the article was also misbranded in violation of the 
Food and Drugs Act of 1906, reported in notice of judgment No. 30882 published 
under that act. 

On February 8, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 


15. Misbranding of Anthel Tablets. U. S. v. 68 Packages and 40 Packages of Anthel Tablets. 
Default decree of condemnation and destruction. (F. D. C. No, 228 Sample No 
51246-D.) 


This drug consisted of tablets containing aminopyrine and sal ethyl carbonate. 
It was recommended in the labeling for the prevention of periodic pain, and for 
the relief of pain due to arthritis, neuritis, and rheumatism, tooth extraction, 
dry socket or common toothache, and as a general pain-relieving agent. Its 
labeling contained directions that for adults one or two tablets be taken three 
times a day, according to severity of condition; that children be given one 
tablet twice a day; and that a full glass of water be given after each dose, 
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which should be followed by a short period of rest when possible. It would 
be dangerous to health when used in the dosage or with the frequency so 
prescribed, recommended, or suggested. Its labeling failed to reveal facts 
material with respect to consequences which might result from its use under 
the conditions of use prescribed in the labeling and failed to bear warnings 
against use in those pathological conditions, or by children where its use might 
be dangerous to health, or against unsafe dosage, or methods or duration of 
administration in such manner as are necessary for the protection of users. 

On April 27, 1939, the United States attorney for the District of New Jersey 
filed a libel against 108 packages of Anthel Tablets at Camden, N. J.; alleging 
that the article had been shipped in interstate commerce on or about August 22, 
1938, by the Anthel Co. from Philadelphia, Pa.; and charging that it was mis- 
branded for the reasons appearing hereinbefore. 

On May 22, 1939, no claimant having appeared, judgment of condemnation 
was entered and the product was ordered destroyed. 


18. Misbranding of Sodasal. U.S. v. 15 Bottles and 21 Bottles of Sodasal. Default decree of 
condemnation and destruction. (F. D. C. Nos. 194, 210. Sample Nos. 42971-D, 
§2224-D.) 

This product contained aminopyrine, sodium salicylate, compounds of mag- 
nesium and calcium, citrates and carbonates, sugar, and water. It would be 
dangerous to health when used in the dosage or with the frequency or duration 
prescribed, recommended, or suggested in the labeling, which directed that 
1 tablespoonful or 4 teaspoonfuls, be taken in water, milk, or orange juice, fol- 
lowed by a full glass of water or milk, 3 times a day before or after meals or on 
retiring, and that the dose be cut down “if the ears ring or if allergic.” 

On March 9 and March 25, 1939, the United States attorney for the Western 
District of Pennsylvania filed libels against 36 bottles of Sodasal at Pittsburgh, 
Pa., alleging that the article had been shipped in interstate commerce on or about 
February 18 and 21, 1939, by the Sodasal Laboratories from Detroit, Mich.; and 
charging that it was misbranded for the reasons stated above. 

The libels charged that the article was also misbranded in violation of the 
Food and Drugs Act of 1906, reported in notice of judgment No. 30895 published 
under that act. 

On April 17, 1939, no claimant having appeared, Judgments of condemnation 
were entered and the product was ordered destroyed. 

81. Misbranding of Bromo-Seltzer. U.S. v. 168 Dozen Small Size, 102 Dozen Medium Size, 171 
Dozen Large Size, 33 Dozen Extra Large Size, and 115 Dozen Dispensing Size of Emerson's 
Bromo Seltzer (and 7 other seizure actions instituted against Bromo Seltzer). Motion 
filed by claimant for consolidation and removal. Motion for consolidation granted. 
Motion for removal denied. Cases consolidated under one libel captioned U. S. v. 376 
Dozen Small Size, et al., Emerson’s Bromo-Seltzer. Consent decree of condemnation. 
Product ordered released under bond for salvaging the citric acid and the containers. 
(F. D. C. Nos. 184, 185, 186, 188, 189, 190, 191, 192, 195, 196. Sample Nos. 44847—D 
44848-—D, 44861-—D, 44862-—D, 45051—D to 45057-D, inel., 45395—D to 45400—D, inel., 
45501-D to 45514—D, inecl., 59878—D, 59879-—D, 59380—D, 59909—D to 59914—D, inel., 
60061—D to 60071—D, inel., 60101—D, 60102-D.) 

This product contained acetanilid, sodium bromide, and caffeine incorporated 
in an effervescing mixture. Seizure action was instituted on the charges that 
it was dangerous to health when used as directed in the labeling, and that its 
labeling failed to reveal facts material with respect to consequences which 
might result from its use. 

On March 7, 8, and 10, 1939, the United States attorneys for the Southern 
District of New York, Northern District of Georgia, Eastern District of Ten 
nessee, and the Middle District of North Carolina filed libels against a total 
of 1,11624 dozen small size, 79824 dozen medium size, 485°, dozen large size, 
101%, dozen extra large size, 188°, dozen dispensing size packages, and 20 
cards, each bearing a number of individual dose tubes of Bromo Seltzer, in 
various lots at New York N. Y.; Atlanta, Ga.; Knoxville, Tenn.; and Greens 
boro, N. C., alleging that the article had been shipped in interstate commerce 
within the period from on or about October 31, 1938, to on or about March 3. 
1939, by the Emerson Drug Co. from Baltimore, Md.; and charging that it 
was misbranded. 

On April 25, 1939, the Emerson Drug Co., Baltimore, Md., filed in the Southern 
District of New York, a petition alleging that the 8 different libel proceedings 
involved identical issues, that it had acquired title to all the goods involved: 
that it had or would file a claim of interest in each proceeding and that it 
intended to defend and had answered or would file timely answers in each 
proceeding denying the material allegations of the libels. The intervenor peti 
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tioned that the proceedings be consolidated and removed to the United States 
District Court for the District of Maryland; and on April 26, 1939, an order to 
show cause why such consolidation and removal should not be ordered was 
served upon the Government. On May 9, 1939, the United States attorney having 
filed an affidavit in opposition to that portion of the relief prayed for which sought 
the removal of the consolidated proceedings to the District of Maryland, the 
motion for consolidation and removal was argued. Decision was reserved. On 
May 25 the court granted the motion for consolidation, but denied the motion for 
removal, handing down the following opinion: 

Joun W. Crancy, District Judge. “This is a motion to consolidate eight libel 
proceedings into one and have it removed to the United States District Court 
for the District of Maryland, wherein the claimant, a Maryland corporation, 
has its principal place of business. The present proceedings are pending in the 
Southern District of New York, the Northern District of Georgia, the Eastern 
District of Tennessee, and the Middle District of North Carolina. The motion 
was brought under Sec. 304 (b) of the Federal Food, Drug, and Cosmetic Act, 
Title 21 U. S. C. A. 334, which provides in part: ‘* * * When libel for 
condemnation proceedings under this section, involving the same claimant and 
the same issues of adulteration or misbranding, are pending in two or more 
jurisdictions, such pending proceedings, upon application of the claimant season- 
ably made to the court of one such jurisdiction, shall be consolidated for trial by 
order of such court, and tried in (1) any district selected by the claimant where 
one of such proceedings is pending; or (2) a district agreed upon by stipulation 
between the parties. If no order for consolidation is so made within a reason- 
able time, the claimant may apply to the court of one such jurisdiction, and 
such court (after giving the United States attorney for such district reasonable 
notice and opportunity to be heard) shall by order, unless good cause to the 
contrary is shown, specify a district of reasonable proximity to the claimant’s 
principal place of business, in which all such pending proceedings shall be con- 
solidated for trial and tried. Such order of consolidation shall not apply so as 
to require the removal of any case the date for trial of which has been fixed. 
The court granting such order shall give prompt notification thereof to the 
other courts having jurisdiction of the cases covered thereby.’ The Government 
has not objected to the consolidation but does object to the removal. The 
relevant portion of this section, in its original form in the Senate, provided : 
‘The United States District Court wherein the claimant's principal place of 
business is located, or such district court as the parties may agree upon, are 
hereby vested with jurisdiction to try such cases.’ But the House changed it to 
read: ‘* * * (1): any district, selected by the claimant, where one of such 
proceedings is pending; or (2) a district in a State contiguous to the State of 
the claimant’s principal place of business, such district to be agreed upon by 
stipulation between the parties, or, in case of failure to so stipulate within a 
reasonable time, to be designated by the court to which such application was 
made.’ This change was not accepted by the Senate. ‘The Bill was then sent 
to a Committee of Conference, whence it emerged in the form in which it was 
finally enacted. We think that the record of the Committee reports and debates 
n the Senate, preceding its enactment, and the Bill's language, disclose that it 
was the intention of the Congress that a claimant might not obtain a removal 
of the case for trial to the district of its principal place of business. The 
Act affords the claimant the right to obtain a trial in any other district of 
reasonable proximity to its principal place of business unless good cause to the 
contrary is shown. However, claimant here has not requested any district other 
than that of its principal place of business and, in the absence of such request, 
the Court, while granting the motion to consolidate, must deny the motion for 
removal, thereby effectuating a consolidation in this district which is reasonably 
proximate to claimant’s principal place of business and wherein it saw fit to 
make this motion.” 

On May 31, an order was filed in accordance with the said opinion, and the 
Clerks of Court for the Eastern District of Tennessee, Northern District of 
Georgia, and Middle District of North Carolina were ordered to transmit to 
the Southern District of New York all records in the procedings in their re- 
spective jurisdictions. On July 21, 1939, after the causes were consolidated as 
ordered, an amended libel was filed in the Southern District of New York with 
respect to all the goods under seizure. 

It was alleged in the said amended libel that the article was misbranded in 
that it was dangerous to health when used in the dosage or with the frequency 
prescribed, recommended, or suggested in the labeling. The dosage recom- 
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mended on the cartons and bottle labels of the small, medium, and large sizes 

yas a heaping teaspoonful in a half glass of water to be repeated in an hour 
if not relieved, or until 3 doses had been taken within 24 hours. The label of 
the extra large-size bottles and the dispensing size, the circulars enclosed in 
the cartons, and the single dose tube bore directions which were substantially 
the same, except that they recommended that the dose be repeated in a half 
hour if not relieved, or until three doses had been taken. 

The article Was alleged to be misbranded further in that the labeling was 
false and misleading because it failed to reveal facts material with respect to 
the consequences which might result from the use of the article under the 
conditions of use prescribed in the labeling. 

The labeling which the libel alleged to be false and misleading consisted 
of the directions for dosage hereinbefore referred to and further statements 
appearing on the cartons enclosing all sizes but the single dose tubes, state- 
ments on the labels of the bottles enclosed in the said cartons, circulars accom- 
panying the said bottles, the tubes containing the single dose size, and the cards 
to which the tubes were attached. 

The said cartons bore representations that the article was a balanced com- 
pound of several medicinal ingredients for headache and neuralgia. The bottle 
labels bore the representation that the article was efficacious for the relief 
of headache and neuralgia. The single dose tubes and the cards bore represen- 
tations that the article was efficacious for headache and neuralgia, that it was 
for use at home or while traveling and that it “Stops Headache Faster.” 

Circulars accompanying the small-, medium-, and large-sized bottles contained 
representations that millions had obtained “fast headache relief’ with Bromo- 
Seltzer: that it would relieve headache, settle the stomach, soothe the nerves, 
and “leave one keener the morning after’; that it would help the head and 
stomach when “too much to eat had caused a sick headache”; that it would be 
efficacious to “clear nervous headache” and leave one more efficient; that it 
would give rapid relief in fatigue headache; that doctors after testing a number 
of products which were popular for the symptoms of overindulgence had 
found that Bromo-Seltzer relieved morning-after headaches faster than any 
other remedy they tested; that it would bring speedy relief to other types of 
headache; that it would relax nervous tension resulting from upset nervous 
system caused by headache, and would help place the nervous system in a 
more normal state; that it would help restore normal alkaline balance when 
accumulation of excess acid substances accompanied headache as on morning 
after: that a dose taken before going to bed, following overindu!lgence or 
unusual strain or fatigue, would help prevent a headache next morning and 
that after waking another dose was added assurance against headache and hang- 
over; and that its action, while prompt, was gentle and calming. A circular 
accompanying the extra large-sized packages contained representations that 
most people would rather have an occasional headache than observe the rigid 
rules necessary to avoid it; that certain pain-relieving drugs (like the one 
used in Bromo-Seltzer) had done more to give relief from headaches and 
ordinary discomforts and to make life more comfortable and agreeable than any 
other discovery of ancient or modern time; that it would save a holiday from 
being spoiled by headache which might follow strenuous exercise, muscle strain, 
exposure to the sun and wind; that it would end the pain of dull throbbing 
head resulting from exhaustion caused by overwork; that it should be taken 
at the first sign of a headache or before retiring at those times when one feels 
he may have a headache; that its granular effervescence made it the ideal 
form of headache remedy because besides stopping the pain in the head, the 
effervescence relieved gastric distress that so often accompanies, and even 
causes, headache; that for the most complete relief it should be taken in very 
cold water, a heaping teaspoonful to half a glass, stirred, and drunk at once 
since in that way it would be less bubbly and the greatest quantity of gas 
(CO,) would remain dissolved in the water rendering its helpful action in the 
stomach more available; that its action while prompt was gentle and calming; 
that one of two doses usually gave relief to periodic headaches of women; and 
that it does not upset the stomach. 

On August 30, 1939, the claimant filed an amended answer, which denied the 
misbranding charges and challenged the constitutionality of the Federal Food, 
Drug, and Cosmetic Act on the grounds: first, that it provided for unlawful 
search and seizure; and second, that it was too general and uncertain in its 
provisions. 

On January 2, 1940, the claimant having represented to the court that since 
the commencement of the several libel procedings it had changed the formula 
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of the product manufactured and sold by it, and the said claimant having con- 
sented to the entry of a decree, judgment of condemnation and forfeiture was 
entered. The decree contained the following provision : “Ordered, Adjudged, and 
Decreed, That this is a proceeding in rem and that this decree is to be without 
prejudice to the rights of the United States of America or of the said claimant. 
The Emerson Drug Company of Baltimore City, in any other litigatiun, and 
without prejudice to the right of the claimant to deny in any other or future 
litigation that the libeled product herein is misbranded or otherwise violates the 
provisions of the Federal Food, Drug and Cosmetic Act, the court having taken no 
proof in support of the allegations of the libel and answer.’ 

On January 6, 1940, an order was entered by the court providing for release 
of the product under bond conditioned that the citric acid and the bottles be 
salvaged, and that the remaining ingredients of the product be destroyed. 

Senator Lenman. You heard the questions I put to Dr. Volwiler, of 
the Abbott Laboratories, with regard to an administratively deter- 
mined list of prescription drugs / 

Mr. Larrick. Yes, sir. 

Senator Leuman. Based on the safety of the drugs, and also on 
their eflicacy. 

Just elimimating for the moment the question of efficacy, because I 
think that is in quite a different category from that of safety, have you 
any comments to make with regard to my questions directed to the 
practicability of the proposition I suggested, and with regard to its 
effect on the work of the agency. and its effects on the manufacturers 
and pharmacists ¢ 

Mr. Larrick. Yes, Senator. 

The great. bulk of the regulation that is carried on under the Food 
and Drug Cosmetic Act is accomplished by pursuing products that 
violate the law. We seize; we prosecute, and we enjoin; but in some 
fields, where the public health is of tremendous concern, Congress has 
seen fit to provide a procedure which is intended to prevent violations 
before they occur. 

An example of that is that the Administrator has been given the 
power to hold an administrative hearing and decide what drugs are 
habit forming. 

Now, the whole essence of our recommendation that we have an 
administrative list is to try to provide that type and kind of preventive 
legislation. 

‘Some of the people here in the room have pointed out to me that 
even if we had a list we would still have to proceed against anyone 
who disregarded the list, but the type and kind of lawsuit that we 
would have to bring would be very quick and very simple. 

There would be no requirement for expert witnesses to prove that 
the drug was dangerous: that would already have been done at the 
public hearing. 

In our judgment, the net effect of having some central listing au- 
thority placed somewhere would be to prevent violations of the law 
and not have to determine highly technical issues through criminal 
trials before courts and juries. 

Senator LenmMan. I am not quite sure that I interpret your answer 
correctly; but as [ do interpret it, you have indicated that if you have 
any reason to fear that a drug or a product 1S actually dangerous you 
have the right today to go in and stop the sale of it ? 

Mr. Larrick. We have a right to pray the court to give us a seizure, 
an injunction, or take criminal action, but that takes time. 

Senator Leuman. I know that, but can you stop the sale of it sum- 
marily ? 
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Mr. Larrick. No, sir; not until the litigation is concluded. 

Mr. Merkies0Hn. Do you have the authority to go into court and 
ask for injunctive relief? 

Mr. Larrick. We do, sir; and, then, if we are not satisfied with the 

case in the lower court, they appeal to the court of appeals; and, if 
not satisfied with that, they go to the Supreme Court. 

In one case before the case went to the Supreme Court we got the 
court of appeals to give us a temporary restraining order. 

Mr. Merkirgonn. That right of appeal is present in any case. 

Does not the Administrator have the authority now to go into court 
and ask for an order restraining further distribution of a product 
that he believes is dangerous ¢ 

Mr. Larrick. He has the right to ask for that, sir. The courts, in 
general, are very loath to stop a business and put a man out of business 
before there has been an opportunity to give him his full day in court. 

Mr. Merkiesoun. I would like to ask you whether you have given 
any thought to the possibility that strengthening those provisions of 
the law might not serve the same purpose—and do so more effectively— 
that you are trying to serve by the administrative-listing provision / 

Mr. Larrick. I have not given that thought, sir; that might be a 
possibility. That would be something that I would have to talk over 
with our lawyers and go into in greater detail. 

Senator Lenaan. You have had long experience with the operation 
of this program; have you not ¢ 

Mr. Larrick. Twenty-eight years, sir. 

Senator Leuman. It has been testified to here that the field of doubt 
is very limited. 

Mr. Larrick. The field of doubt is relatively small compared with 
the whole. 

Senator Leuman. I am afraid I do not know what you mean by 
“relatively small.” Have there been many, or any, cases where, in 
your opinion, the public was seriously harmed by reason of the fact 
that the Department did not have summary administrative power to 
stop the sale of a drug or of an article? 

Mr. Larrick. There have been several, Senator, where, in my 
opinion, there is no doubt that the public has suffered. These sex- 
hormone cases are an example ; the thyroid cases, and the amimopyrine. 

We had a drug on the market called amimopyrine at one time, and 
it was some time before we got it off the market. The time consumed 
inevitably reacts to the definite harm of the public. 

Senator Lenman. I am just thinking aloud now, I do not mean to 
indicate that what I am saying reflects any settled point of view on 
my part at all; but how much delay would there be between the time 
the Agency takes administrative summary action to stop the sale of 
a drug or of a pharmaceutical article and the time a final determina- 
tion could be made with regard to its safety ¢ 

Mr. Larrick. You have in mind a determination in the district 
court ¢ 

Senator Lenman. No; not a determination in the district court, 
nor even a determination of the appeal. 

What I have suggested is simply the possibility that author- 
itv be given to the. Agency to stop temporarily by administrative 
action the sale of an article which it considers dangerous, with the 
understanding, of course, that a prompt, more detailed investigation 
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of that article would thereupon be made undoubtedly in conjunction 
with the manufacturer. 

Thereafter, if the determination was adverse to the m: anufacturer, 
the manufacturer would undoubtedly have the right of appeal. 

What I am trying to get at now is how long, in your opinion, would 
it take between the time you said “I think product X is dangerous,” 
which would only be a supposition, of course—— 

Mr. Larrick. Yes. 

Senator LeHMan (continuing). And the time you made a final 
ruling that it was or was not dangerous ? 

Mr. Larrick. There would be quite a period of time, Senator. If 
we were to allow the manufacturer against whom the action would 
be taken enough time after he had notice to marshal his evidence, 
then perhaps a time would have to be set to have a hearing. 

I should say just offhand that perhaps 30 days would encompass 
the whole thing. 

Senator LeumMaNn. Mr. Harrop, I do not want to put you on the 
stand again, but you testified—and I think it is undoubtedly the 
— -that the field of doubt with regard to drugs and pharmaceu- 

ical products is a very limited one and probably would affect a very 
ae number of cases. 

Would the fact that the Agency had the power, in the very few 
cases where there was real valid doubt in its mind, to hold up drugs 
until a further investigation could be made result in any great 
detriment to the industry, or to the public by the virtue of the non- 
distribution of a drug that might prove to be very beneficial ? 

Mr. Lesure D. Harror (general counsel, American Drug Manu- 
facturers Association). I do not think it would on toxicity, but there 
is one thing that should be clarified in the colloquy that you had 
with Commissioner Larrick. He has been talking to you about drugs 
like thyroid, for example, and about methyl testosterone. 

The biggest single hurdle that the Food and Drug Administration 
has to clear in court today and right up until this moment, and will 
until this law becomes effective, is whether the law does actually re- 
quire a manufacturer to divide his drugs and put some of them on 
prescription and others over the counter. 

They have a tremendous legal battle before they can ever get down 
to the question of whether the drug is toxic. If the law sets up a 
standard, about nine-tenths of their litigation difficulty has been 
swept away. I do not believe that they will have much more trouble 
than they would under the administrative listing, in regard to the 
legal difficulty. 

The big battle in every one of these cases—and I am sure Mr. Good- 
rich will bear me out—is, Does the Food, Drug and Cosmetic Act 
give the right to the Administrator to promulgate a regulation that 
divides between toxic and nontoxic drugs ? 

Originally it did not start that way; it was a misbranding propo- 
sition. 

Senator Lenman. Thank you very much, gentlemen. 

If there are no other witnesses, we will adjourn the hearing. 

(Whereupon, at 4 p. m., the hearing was closed.) 





APPENDIX 


ABERDEEN, S. DAK., September 14, 1951. 
Senator Francis C. CAsE, 
Washington, D. C.: 

Re S. 1186, original Durham-Humphrey bill same as H. R. 3298 with O’Hara 
amendment. We favor the enactment of this legislation without the O'Hara 
amendment. 

ABERDEEN DistRICcT PHARMACEUTICAL SOCIETY, 
S. L. Mark, President. 
B. P. Birrner, Secretary. 


LAVOPTIK Co., INC., 
St. Paul, Minn., August 23, 1951. 
HERBERT H. LEHMAN, 
Senate Office Building, Washington, D. C. 

Dear SENATOR LEHMAN: We refer to the Humphrey so-called prescription bill 
S. 1186, which is now pending in the Labor and Public Welfare Committee. Our 
company, Lavoptik Co., Inc., 661 Western Avenue North, St. Paul, Minn., is 
vigorously opposed to subparagraph (B) of paragraph (1) which if passed in 
its present form would grant unnecessary and arbitrary powers to Federal 
Security Administrator Oscar Ewing in his control over the manufacture and 
distribution of drugs. We respectfully request your full support of a bill con- 
taining the provisions included in H. R. 3298 as it passed the House. 

Sincerely yours, 
BENSON C, BRAINARD, Vice President. 


NEBRASKA PHARMACEUTICAL ASSOCIATION, INC., 
Lincoln, Nebr., September 12, 1951. 
Hon. Hersert H. LEHMAN, 
United States Senate, Washington, D.C. 

DEAR SENATOR LEHMAN: As executive secretary of the Nebraska Pharmaceu- 
tical Association, I wish to request your sincere consideration of H. R. 3298 
and S. 1186 currently being heard by your Senate committee. We ask you to 
report the bill favorably. 

This association had been very firmly opposed to passage of H. R. 3298 in 
its original form, but with the addition of the O'Hara amendment as affixed 
by the House, and with the additional amendments attached by your committee, 
we now desire the favorable reporting of the bill by the committee. 

Our reason for having so firmly opposed the bill prior to the O’Hara amend- 
ment was that we oppose the hand of Government in a licensed profession to 
the extent of entirely nullifying the professional judgment of the pharmacist. 

We feel that the passage of this bill in its amended form may serve to get the 
Food and Drug Administration out of the hair of the pharmacist. To cite very 
graphically what I mean: In North Platte, Nebr., in 1949, four pharmacies were 
cited for selling drugs requiring a prescription without benefit of a prescrip- 
tion being presented. The case dragged along for nearly a year, and finally all 
received a neat fine and all were put under probation. Imagine a druggist 
licensed longer than 50 years having to ask a judge for permission to go to 
Colorado for a little holiday. 

You may be interested in the methods used by Government men in arresting 
the pharmacists. In one pharmacy, the men came in dressed as ranchers, and 
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pled for a particular medication (requiring a prescription) as they had a cow 
about to die. It was at night, and the druggist, pledged to relieve suffering, let 
them have the drug without a prescription. Then they prosecuted him. Is this 
human? Report H. R. 3298 and §S. 1186 favorably and maybe we can stop some 
of this sort of “law enforcement.” 
Sincerely, 
Cora MAE Briaes, BPrecutive Secretary. 


3RISTOL-MyeErs Co., 
New York, N. Y., August 15, 1951. 
Hon. Hersert H. LEHMAN, 
Senate Office, Building, Washington, D. C. 

My Dear SENATOR LEHMAN: I am writing to you as a resident of New York 
State and as a manufacturer employing a considerable number of people in New 
York City and over a thousand in Syracuse. I am further addressing you as 
chairman of the Subcommittee on Health of the Senate Committee on Labor and 
Public Welfare. 

So that my letter will not be overlong, I am enclosing a memorandum present- 
ing my views and those of my company on 8S. 1186 and H. R. 3298, both of which 
have to do with a proposed amendment to the Food, Drug, and Cosmetic Act of 
1938. 

I have the deepest sympathy with the problems of the retail druggists in 
regard to the filling and refilling of prescriptions. That matter is adequately 
taken care of by H. R. 3298 as it passed the House. I am distinctly not in favor 
of the provisions of S. 1186 which have very little to do with the matter and 
which, in my opinion, would create havoc in the entire drug industry. I refer 
to paragraph (B) and section (5) as written. This is not only my opinion but 
also that of the organized retail druggists, pharmacists, and medical profession 
of New York State. 

It is my hope that you will find the time to study the bills and support H. R. 
8298 in the form in which it passed the House. 

Very truly yours, 
Harry P. Brisrot. 


New York, N. Y., August 28, 1951. 
SENATE LABOR AND PUBLIC WELFARE COMMITTEE, 
Senate Office, Building, Washington, D. C. 
(Attention: Health Subcommittee. ) 

HONORABLE Sirs: It is my understanding that you are giving consideration to a 
proposed bill (S. 1186) introduced by the Honorable Senator Humphrey which 
concerns itself, among other things, with the labeling of drug products, and that 
at the same time there will be before your subcommittee the Durham bill (H. R. 
$298) as passed by the House. 

I represent a number of manufacturers of pharmaceutical preparations and 
on their behalf wish to record the objection to that provision of the House bill 
which prohibits the use of the Rx legend—or anything like it—on products which 
are safe for self-medication, especially if that provision means that a manufac- 
turer shall not be permitted to use the phrase “or as directed by a physician” 
on such products. 

Following are some reasons why I feel the label statement “or as directed by 
a physician” is necessary and essential to the labeling of preparations which con- 
tain a recommended dosage and which are sold over the counter without a pre- 
scription of a physician. 

A multivitamin preparation, for instance, may contain in each capsule po- 
tencies of essential vitamins considered to be adequate as a dietary supplement. 
The manufacturer may recommend one capsule per day as a supplement to the 
daily diet. Yet many leading nutritional authorities are in agreement that the 
therapeutic dosage of vitamins ranges from 3 to 10 times (or more) the minimum 
daily requirements. Thus, as very often happens, a physician may recommend a 
certain multivitamin capsule be taken once daily as a diet supplement. He in 
turn may also use the identical vitamin capsule as a therapeutic agent, and 
may prescribe, for example, a dosage of six capsules (two with each meal) as his 
therapy to correct specific vitamin deficiencies in the patient. 
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If the statement “or as directed by a physician” did not appear on the label, 
the patient upon purchasing the product would see that the recommended dos- 
age is one capsule a day and would be confused over the physician’s instruc- 
tions that he is to take six daily. This could create confusion and misunder- 
standing between the customer (the patient) and the pharmacist, or between 
the patient and the physician. Wherever such confusion exists, and the phy- 
sician is not immediately accessible, the patient invariably follows the label state- 
ment and may take an inadequate doseage for weeks until he next sees his phy- 
sician thus losing valuable time in his therapy. 

Similarly, there may be instances in reverse, namely where the physician 
might want the patient to take less of a preparation than is specified in the 
suggested dose. For instance, most physicians make a practice of prescribing 
a full 0.6 cubie centimeter dose daily of multivitimin drops for infants and chil- 
dren. The suggested dosage on the label of this product calls for a 0.6 cubic cen- 
timeter dose daily. However, many physicians, particularly during the sum- 
mer months, when the infants and children are getting adequate vitamin D from 
exposure to sunshine, and when greater amounts of vegetables and milk are 
consumed, and when it is likely that the vitamin content of such foods may be 
seasonably higher, suggest cutting the dosage in half, feeling that only half 
the amount prescribed during the fall and winter months serve as an adequate 
supplement for the summer months. 

Furthermore, certain physicians have a tendency to ignore completely the 
recommended dose of the manufacturer for any product, and seem to pride them- 
selves in setting up their own dosage instructions depending upon conditions as 
they exist in each individual patient. 

In my opinion the suggested dose as stated on the label by the manufacturer 
is necessary and essential for the many instances where the physician may in- 
struct the patient to purchase and use the preparation, but fails to specify the 
dosage. However, equally important is the statement “or as directed by a 
physician” for it encourages full and faithful cooperation by the patient in carry- 
ing out the dosage instructions given by the doctor, without creating doubt or 
eonfusion in his mind. 

I am sure that if proper inquiry is made of other manufacturers of pharmaceu- 
tical preparations, they would agree with the thoughts expressed hereinabove. 

Respectfully yours, 
Jacosn BuRNS. 


TucKAHokr, N, Y., September 20, 1951. 
Hon. JaMes E. Murray, 
United States Senate, Washington, D. C. 

Parnestly recommend your support as member of Senate Labor and Public 
Welfare Committee of Durham bill, H. R. 3298, as passed by House and with 
two amendments agreed upon by NARD, PAA, ADMA, and APMA. Believe this 
most satisfactory present solution of existing problem from standpoint public 
health, legislative philosophy, medical and pharmaceutical professions, and drug 
industry. 

BurroucHs WELLCOME & Co., INC. 


BURROUGHS WELLCOME & Co., INC., 
Tuckahoe 7, N. Y., September 7, 1951. 
Hon. Hersert H. LEHMAN, 
The Senate, Washington, D. C. 

Dear SENATOR LEHMAN: For well over 30 years I have been actively associated 
with the manufacturing pharmaceutical industry and during this period I have 
always taken a great interest and identified myself with the legislation to improve 
the food and drug laws of this country. Of late months I have been concerned 
particularly over the legislation which recently passed the House known as the 
Durham-Humpbhrey bill 3298, and the proposed Senate bill 1186 to enact a 
prescription drug amendment of the Federal Food, Drug, and Cosmetic Act, and 
which is to be carefully considered in the next few days by the Labor and Public 
Welfare Committee which I am informed you are a member of. I, therefore, 
address the following remarks to you on behalf of my company and personally 
as a constituent of your home State. 
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As you are probably aware there exists today a difference of opinion relating 
to the substitution of an administrative definition of prescription drugs for the 
objective one now in H. R. 3298. The drug industry and the medical profession 
unalterably oppose the former definition because it involves a basically unsound 
and detrimental Government control of them and one which is entirely unneces- 
sary. The House soundly rejected this administrative definition and in its place 
approved the objective definition. The latter definition is the one written and 
long successfully used by the Food and Drug Administration and basically sound, 
Its application to the serious prescription drugs (such as the barbiturates) is 
well known to all pharmacists and drug manufacturers now generally effectuated 
by a prescription label. 

I should add that in addition to the drug industry the medical profession 
equally opposes any revision of this objective definition of prescription drugs 
which would empower a statutory body or committee other than the Food and 
Drug Administration administratively to define what drugs must be dispensed 
on prescription or may be dispensed over the counter. For this revision would 
be subject to the same basic objection that no administrative agency should have 
this basic control over the drug industry and medical profession. The Federal 
Food, Drug, and Cosmetic Act was designed to be a law for the regulations of its 
industries and the medical profession, on the basis of objective standards of 
conduct; and in this form it conforms to the fundamental legislative philosophy 
of free institutions. We should not depart from this legislative philosophy to 
substitute a Government control here, unless that is absolutely unavoidable for 
the public safety. Such is not the case in the present situation. 

I, therefore, respectfully ask that you consider this matter from the thoughts 
written above. It is my considered opinion that the best interests and welfare 
of the public at large can he best served by the Senate enacting legislation in 
the form that it passed the House and not permit emasculating amendments which 
would seriously be against the public welfare. 

Very sincerely yours, 
Howarp B. Fonpa, 
Senior Vice President. 


UNITED STATES SENATE, 
COMMITTEE OF PUBLIC WORKS, 
August 2, 1951. 
Hon. JAmMes Murray, 
Chairman, Committee on Labor and Public Welfare, 
United States Senate, Washington, D. C. 

DEAR SENATOR MurRAY: The New Mexico Pharmaceutical Association, com- 
posed of 217 operators of retail establishments, has suggested to me some changes 
in H. R. 3298, and I think they are worthy of consideration by your committee. 

The New Mexico group will go along with the House bill if: “There be ap- 
pointed an advisory committee who must concur with the administrator in 
determining the labeling of drugs. This committee shall be composed of three 
practicing physicians selected by the American Medical Association; three prac- 
ticing pharmacists selected by the National Association of Retail Druggists and 
the American Pharmaceutical Association: and three representatives of pharma- 
ceutical drug manufacturers selected by the Association of Drug Manufacturers. 
This point on advisory committee we strongly urge.” 

This matter is referred for your consideration. 

Sincerely yours, 
DENNIs CHAVEZ, United States Senator. 


CHItLcoTtr LABORATORIES, 
DIVISION OF THE MALTINE Co., 
Morris Plains, N. J., September 7, 1951. 
The Honorable Hersert H. LEHMAN, 
Senate Office Building, Washington, D. C. 

Dear SENATOR LEHMAN: It’s our understanding that Senate bill 1186, the 
Humphrey bill, will soon be considered by a subcommittee of the Senate Com- 
mittee on Labor and Public Welfare. We know that you as a member of this 
subcommittee are interested in what members of the pharmaceutical industry 
think of the bill 
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For the most part the bill is a sound one. Many of its provisions will be 
helpful. There is, however, a serious defect in S. 1186 which is corrected in the 
Similar bill—H. R. 3298—already passed by the House of Representatives. It 
is to this important difference between H. R. 3298 and S. 1186 we would like 
to call your attention. 

H. R. 3298 provides that responsibility for correct labeling of a drug rests 
with the manufacturer who is, quite properly, subject to the surveillance of the 
Food and Drug Administration, and to prosecution for faulty labeling. This 
provision is compatible with the traditional relationship of citizen to law-en- 
forcement agency. 

In contrast, S. 1186 as it is now written, provides that the Federal Security 
Administrator shall administratively determine the character and the labeling 
of all drugs. Any appeal from the Administrator’s decision would be difficult 
and expensive—in fact, possible only under the Administrative Procedure Act. 
It is clear that this provision of S. 1186 would transfer both responsibility and 
intiative from us as manufacturers to the Federal Security Administrator. 
This, we believe, is unsound both from the standpoint of industry operations 
and as a philosophy of government. To us it seems the first legislative step 
toward socialized medicine. 

May we respectfully urge on you, Senator Lehman, opposition to this provision 
of S. 1186 and request your support for the alternative language of H. R. 3298. 
If you should find it desirable, we would be glad to elaborate on these views 
in person. 

Yours very truly, 
JAMEs C. CHILcOrT. 


THE Mvu-cor Co., INc., 
Buffalo, N. Y., August 13, 1951. 
Senator Hersert H. LENMAN, 
Washington, D. C. 


DeaR SENATOR LEHMAN: In regard to the Humphrey bill (commonly called 
prescription bill) S. 1186, now pending in your committee, our company is 
vigorously opposed to subparagraph (B) of paragraph 1. 

The provisions of this paragraph give unnecessary and arbitrary powers to the 
Federal Security Administrator, Oscar Ewing, in his control over the manufac- 
ture and distribution of drugs and medicines. 

Passage of the bill, as now written, would benefit the 50,000 druggists by in 
creasing the number of drugs that have to be sold on prescriptions only. It 
would increase the cost of medicines to the public. 

The amount of this increase in cost of medicines would depend on the decision 
of one man, Federal Security Administrator Ewing, and his opinion of what is 
“efficacious.” (Dictionary definition of efficacious: producing or capable of pro- 
ducing an intended effect.) 

If subparagraph (B) of paragraph 1 is allowed to remain in its present form, 
this could eventually force socialized medicine on our country. 

We respectfully request your full support of a bill containing the provisions 
included in H. R. 3298, as it passed the House. 

Yours very truly, 
THE Mv-cor Co., 
A. H. CLark. 


BETHEL, VT., September 12, 1951. 
Senator LEHMAN OF New York, 
Senate Office Building, Washington, D. C.: 


We shall appreciate your support of H. R. 3298 with O'Hara amendment and 
additional amendments as per agreed recommendations NARD, AMA, APA, and 
Proprietary Association. 

Manet B. Criirrorp, Secretary, 
Vermont Pharmaceutical Association. 
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SouTHSIDE Drue Co., 
Springfield, Tenn., August 27, 1951. 
Senator JAMES E. MurrRay, 
Senate Office Building, Washington, D. C.: 

I urge you to support bill S. 1186 as was originally written to include subsection 
B. The inclusion of subsection B is imperative in order to relieve the druggists 
from the constant menace of prosecution they face due to the selfish actions of 
the manufactures. 

This is a very important bill, and in order for us druggists to serve the public 
we must be free to accept oral (telephoned) prescriptions from the physicians and 
also to handle refills of prescriptions. 

Thanking you I remain, 

Yours, 
GEorRGE W. CLINARD, Pharmacist. 


McMINNVILLE, TENN., August 25, 1951. 
Senator K. D. MCKELLAR, 
Senate Office Building, Washington, D. C.: 

S. 1186 is important to the druggist and the people they serve. I urge you to 
vote for the bill. Itis of great importance to include subsection B left out by the 
House. The provision is imperative in order to relieve the druggists from a 
constant menace of prosecution they face due to the selfish actions of the 
manufacturers, Sybsection B will also protect the public. 

ERNEST CROUCH, 
Vice President, Tennessee Board of Pharmacy. 


LirrLeE Rock, ArK., August 20, 1951. 
Hon, J. WILLIAM FULBRIGHT, 
United States Senator, Washington, D. C.: 

As the official spokesman of the Arkansas Pharmaceutical Association, let me 
caution vou against the National Association of Retail Druggists’ position re 
garding S. 1186. We accept the House version of this bill which killed Federal 
Security Administrator’s authority to classify drugs. This authority belongs 
only to the physicians, pharmacists, and manufacturers in the interest of public 
health. Please be assured we back the leadership of the American Pharmaceuti- 
eal Association. 

O. L. DaILey, Jr., 
Secretary-Manager, Arkansas Pharmaceutical Association. 


Davies, Rose & Co., Lrp.., 
Boston 18, Mass., September 19, 1951. 
Re H. R. 8298, S. 1186. 
Hon. Hersert H. LERMAN, 
United States Nenate Office Building, Washington, D. C. 

Dear SENATOR: We understand that copies of the agreement drawn by the 
National Association of Retail Druggists, the American Drug Manufacturers 
(Association, the American Pharmaceutical Manufacturers Association, and the 
Proprietary Association have been submitted to you for your consideration, 

We are manufacturers of pharmaceutical preparations, chiefly those intended 
for use on physicians’ prescriptions, and are members of the American Drug 
Manufacturers Association and the American Pharmaceutical Manufacturers 
Association. 

We trust that the House bill H. R. 3298, as amended, and with the changes 
proposed in the copies which have been submitted to you, will meet with your 
ipproval, and receive your vote for its sanction. 

Respectfully yours, 
Davies, Rose & Co., Lrp., 
JoHn W. Davies, Presid: 
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Winn & Lovett Grocery Co., 
Jacksonville 3, Fla., August 18, 1951. 
Reference to the Durham bill H. R. 3298. 
Senator Spessarp L. HoLLanD, 
Senate Office Building, Washington, D. C. 

Dear SPESSARD: Paragraph B of the Durham bill is dangerous legislation in 
that it gives the Federal Security Administrator power to interpret what drug 
and beauty aid items have to be sold by prescription only and such interpreta- 
tion could keep grocery stores, filling stations, etc., from selling ordinary non- 
harmful drugs such as aspirin tablets. 

Many grocery stores today are handling health and beauty aid items and such 
drug items as aspirin tablets as a convenience for the housewife. 

We are opposed to paragraph B of the Durham bill and we hope that you can 
oppose it. 

Yours very truly, 
A. D. Davis. 


Sroux Fatis, 8. Dak., July 30, 1951. 


Re H. R. 3298, Durham bill, sale of medicines. 


Hon. Francis CASE, 
Senate Office Building, Washington, D. C. 

Dear Str: Iam writing you in behalf of my client, Fred W. Zimmer, of Marion, 
S. Dak., who is very much opposed to the above bill and trusts that you can see fit 
to vote against it because in principle he feels it is unfair and merely furthers 
regimentation. 

Yours very truly, 
C. J. DELBRIDGE. 


ABERDEEN District PHARMACEUTICAL SOcIETY, 
Aberdeen, 8S. Dak., September 13, 1951. 


Re S, 1186, original Durham-Humphrey bill. 
FRANCIS CASE, 
Senator, United States Senate. 

Hon. Senator CASE: The officers of this society and other retail drug- 
gists of Aberdeen had a meeting today to discuss the above bill. We also note that 
there is dissention between the views of the NARD and the American Pharmaceu 
tical Association. The APA seemed to endorse the wishes and desires of some of 
the manufacturers whereas the NARD differs. As a result thereof the O’Hara 
amendment was attached to the bill in the House. 

We today considered the welfare of the legislation, not only for ourselves but 
the public at large. The original bill without the O’Hara amendment seems to be 
our earnest desire for our best welfare. 

Now at the annual convention this year at Watertown, 8S. Dak., a resolution 
was passed not conferring any more additional authority on the Government 
which may lead to additional burdens. The opponents of this bill (the manufac 
turers) seem to think that they should not loose this authority about designating 
drugs to compound preparations on which the Rx legend or caution labels should 
apply. 

We have gotten by so far, because there has not been a too efficient law enforce 
ment on the part of the P. F. & D, as far as technicalities. Many of these technica! 
violations result from the nonuniform labeling of the legends. Then it is our 
firm belief that the Administrator, with a suitable committee representing medi 
cine and pharmacy, can more efficiently designate drugs and preparations to 
which this form of labeling should apply. It is a cinch that if left as is for the 
3,000 manufacturers to apply the use of these labels, we retail druggists will 
continue to carry this burden of responsibility of technical violations. 

To give you an example of this kind of labeling: 

Sharp & Dohme’s preparation “Cremosuxidine.” Your Rx legend, hardly dis 
cernable, then notice the “Shake vigorously before using.’ This is in really out 
standing and in red ink letters. Many samples are given to physicians, which are 
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passed out to patients; they then bring the empty bottle for a refill to the druggist 
with the statement “The doctor told me to get some more.” If the labeling is not 
carefully scrutinized same may be accidently refilled without a prescription from 
the physician. 

Also, another point, the quantity of sulfasuxidine, 3 grams per ounce is so 
small and absorbtive that I question anyone just why this labeling of “Caution” 
is affixed. 

Also examine the labeling of another product Auralgan, made by the Doho 
Chemical Corp. Why is it necessary for this product to have a caution label and 
the prescription legend? 

Congress passed the Food, Drug and Cosmetic Act for a purpose. This quality 
of authority pertaining to correct labeling of all products covered by this act 
certainly should include the caution and warning legends. Why the objection? 
Why the need for the O’Hara amendment? Certainly no form of socialized 
medicine practice is incorporated in the bill S. 1186. 

We trust that you can support our retail druggists’ welfare in this bill. 

Sincerely, 
S. L. Mark, President, 
B. P. Brrrner, Secretary. 


DeREX PRESCRIPTION PHARMACY, 
Bronze 61, N. Y., August 30, 1951. 
Senator Hersert H. LEHMAN, 
Senate Office Building, Washington, D.C. 

Dear SENATOR: The bill S. 1186 is important to the druggists and the people 
they serve. I urge you to vote for the bill. It is of great importance to include 
subsection B left out by the House. The provision is imperative in order to 
relieve the druggists from the constant menace of prosecution they face due to 
the selfish actions of the manufacturers. Subsection B will also protect the 
public. 

Sincerely yours, 
WALTER Deryk, B. 8. 


STATEMENT BY WILLIAM J. DrxoNn, SECRETARY-MANAGER, WEST VIRGINIA STATE 
PHARMACEUTICAL ASSOCIATION 


My name is William J. Dixon, secretary-manager of the West Virginia State 
Pharmaceutical Association and secretary-treasurer of the National Conference of 
State Pharmaceutical Association Secretaries. I am a registered pharmacist, 
licensed by the State of West Virginia. 

My statement is in support of H. R. 3298 with the O'Hara amendment as passed 
by the House of Representatives on August 1, 1951, with the two amendments 
offered by the joint statement of the National Association of Retail Druggists, 
American Drug Manufacturers Association, American Pharmaceutical Manufac 
turers Association, and the Proprietary Association as submitted before this com- 
mittee on September 11, 1951. 

Since extensive testimony has been given in support of this measure, I do 
not deem it necessary to repeat the reasons for this support but I am glad 
to note that all parties concerned are unanimously agreed that some Clarification 
of the present law is needed. It is felt that H. R. 3298 with the proposed amend- 
ments will accomplish this clarification. There seems to be unification on this 
point also. 

To add to the support of H. R. 3298 with the two amendments as proposed 
by the four associations and endorsed by others, I would at this time like to 
add the support of 35 State pharmaceutical associations from which I have had 
telegrams supporting this measure. These 35 associations represent the retail 
pharmacists in their respective States and they realize the need for clarification 
of the present law. 

In conclusion, on behalf of these 35 associations, we recommend that this 
committee report out favorably the House-passed H. R. 3298 with the amend 
ments to section 4 and the addition of the amendment to section 803 (c) as 
outlined in the joint statement of the four associations, 
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TuHos, LEEMING & Co., INC., 
New York 17, N. Y., August 31, 1951. 
Senator Hernerr H. LEHMAN, 
Senate Office Building, Washington, D. C. 

Drak SENATOR LEHMAN: As one of the oldest firms in the pharmaceutical 
industry, we are very much concerned about the fate of S. 1186, hearings on 
which are scheduled to begin on September 11 before the Senate Labor and 
Public Welfare Committee. 

It is of utmost practical importance to us and to other firms in the industry 
that this bill pass the Senate in the form in which it has been passed in the 
House as H. R. 3298, that is to say, without changing it in such a way as to 
allow the Federal Security Administrator to determine by regulation, or adminis- 
tratively, which drugs, medicaments, and preparations should be subject to pre- 
scription and which ones should not. 

The American Medical Association and the American Pharmaceutical Asso- 
ciation also hold the opinion that no such power should be given to the Federal 
Security Administrator. 

Respectfully yours, 
TuHos. LEEMING & Co., INC., 
ALFRED A. DoRAN, 
Director of Professional Relations. 


Nitro, W. Va., August 17, 1951. 
Hon. MatrtHew M. NEELY, 
Office of the Senate, Washington, D. C.: 

Our company with many years of manufacturing and sales experience in phar- 
maceuticals such as aspirin and caffeine believes paragraph 1b of the Humphrey 
bill, S. 1186, grants-unwarranted and arbitrary powers to the Federal Security 
Administrator in determining on his own which drugs must be sold only on pre- 
scription despite the fact that they have been sold over the counter for decades 
without harmful results. New drug section of food, drug and cosmetic act of 
1938, adequately protects consuming public as to introduction of new drugs and 
guarantees their safety in use. Therefore, I respectfully request your full support 
in eliminating present paragraph 1b of S. 1186. Similar action has been taken 
by the House of Representatives in eliminating same provision from companion 
bill, H. R. 3298, which was passed on August 1. 

Dr. J. R. DURLAND, 
Plant Manager, Monsanto Chemical Co, 


DruG, CHEMICAL, AND ALLIED TRADES SECTION, 
New YorK Boarp or Trane, INC., 
New York 7, N. Y., September 11, 1951. 


SUBCOMMITTEE ON HEALTH, SENATE LABOR AND PUBLIC WELFARE COMMITTEE, 
Senate Office Building, Washington, D. C. 

GENTLEMEN: The following is submitted in behalf of the drug and chemical 
section of the New York Board of Trade, which through its membership of more 
than 700 represents a very comprehensive cross section of the drug, pharma- 
ceutical, and chemical industries of this country. 

Your committee is now conducting hearings on two bills, namely, the Hum 
phrey bill (S. 1186) and the House-passed version of the Durham bill (H. R 
3298). 

As your committee is fully aware, these bills were introduced ostensibly for 
the purpose of eliminating the problem which the retail druggists claim to have 
encountered in the refilling of prescriptions. The problem arose, it might be 
said, because of an administrative interpretation by the Food and Drug Ad 
ministration that the refilling of prescriptions by the retail druggists was a 
violation of the Federal Food, Drug, and Cosmetie Act, a point which is highly 
questionable but one which nevertheless resulted in a great state of confusion 
among retail druggists. 

Both bills as originally introduced were highly objectionable to the drug 
manufacturing industry, although the Durham bill subsequently was amended 
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prior to passage in the House, and in present form, represents a reasonably 
satisfactory amendment to the Federal Food, Drug, and Cosmetic Act, one which 
has, with minor changes, been accepted generally by the associations represent- 
ing the manufacturing industry and the retail druggists. 

The chief contention of the drug and medicinal chemical manufacturers, as 
your committee is well aware, at the hearing on the proposed legislation by the 
House committee was that the bills went far beyond the announced objectives, 
particularly in shifting the responsibility from the manufacturer of a drug 
product to determine whether his product should be a prescription item or not, 
to the Federal Food and Drug Administration which would have far-reaching 
authority to classify drugs into two groups, those which could be sold only on 
prescription and those which could be sold over the counter labeled with direc- 
tions for use. 

The bills as originally introduced would effect a fundamental change in the 
underlying philosophy of the Food and Drug Act which consistently. has been 
regulatory only and has placed the responsibility directly upon the manufacturer 
not only to provide an unadulterated product and one which was not misbranded 
but also to see to it that those drugs which he distributes and which cannot be 
safely used except under the supervision of a physician may not be distributed 
except under a restrictive label which would make its sale a violation of the 
Federal law unless sold by the retailer in compliance with a physician’s 
prescription. 

In its statement before the House Interstate and Foreign Commerce Com- 
mittee, the section urged that H. R. 3298 as amended in the House and in the 
form presently before your committee would appear to afford the relief to the 
retail druggist which motivated the introduction of the two bills under considera- 
tion, since the manufacturer will still retain the right to determine whether under 
the present Federal law and regulations his product must be distributed on a 
prescription basis or not, and if he determines that it must be a prescription item 
the druggist may not refill a prescription calling for that product. On the other 
hand, if the original prescription calls for an item which may be sold over the 
counter with directions for use and the drug manufacturer contemplates distri- 
bution of it in that manner, then the druggist may refill a prescription for such an 
item. In other words, the refilling problem is largely resolved but on the basis 
of the original determination by the drug manufacturer as to whether his par- 
ticular drug product may under the Federal law and regulations be sold as a 
prescription drug or not. And, incidentally, it might be added that under the 
provisions of the present Federal Food, Drug, and Cosmetic Act and regulations 
pursuant thereto the Food and Drug Administration has ample authority to 
compel a manufacturer to distribute his product on a prescription basis or with 
directions for use, depending upon the character of the drug itself and its safety 
for use other than on a prescription and under the supervision of a physician. 

The section has had serious doubts as to the necessity of the amendment of 
the Federal Food, Drug, and Cosmetic Act under consideration merely to settle 
the question of refilling prescriptions by the retail druggists, and for that reason 
and for others which it communicated in full to the members of the House Inter- 
state and Foreign Commerce Committee, it urged that the ability of the retail 
druggist to refill prescriptions be not unduly curtailed and that any legislation 
be directed specifically to the abuses which needed correction. 

Subsequently, the Durham bill (H. R. 3298) was substantially amended from 
the floor of the House and because of the unanimity in respect to it in its present 
form, the section believes that it would be in the public interest to have it enacted 
into law. On the other hand, the section strenuously opposes any legislation ex- 
tending the authority of the Food and Drug Administration to classify drugs 
more or less arbitrarily into prescription and nonprescription items since it 
believes that Government regulation of this type may eventually be used as the 
stalking horse for a system of socialized medicine, and for that reason it regards 
the Humphrey bill (S. 1186) as detrimental to the public interest, to the drug 
manufacturers, and to an equal extent to the retail druggists themselves. 

It will be appreciated if the above comments are included in the record of the 
committee’s hearing. 

Respectfully yours, 
JAMES G, FLANAGAN, 
Counsel. 
92363 —52——-19 
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FRANKLIN REXALL DrvuG Co., 
Statesboro, Bulloch Caunty, Ga., August 13, 1951. 
SENATE COMMITTEE ON LABOR AND PUBLIC WELFARE, 
United States Senate, Washington, D. C. 


Dear SENATORS: My name is Paul Franklin, Jr. I am a pharmacist and I am 
associated with my father, P. G. Franklin, Sr., in a drug store in Statesboro, Ga. ; 
which he has operated here since 1908. 

This letter is written to urge you gentlemen to please hold a hearing on the 
Durham-Humphrey bill (S. 1186) as soon as possible and ask that you please 
correct the provisions of the present law, in order that we be able to better 
serve our customers. 

The points which we would like to see changed in the present law are as 
follows: (1) Make it legal to accept a prescription over the telephone from our 
doctors; (2) make it legal to refill a prescription, unless doctor prohibits refill; 
(3) and, most important, remove from the present law the provision that now 
allows a manufacturer to place, at his whim, on the label of any product which 
he makes, the “Caution—to be dispensed only by or on the prescription of a 
physician,” even if his product contains only soda and water. We have hundreds 
of items in our prescription department containing the same formulas, but made 
by different houses, one of which will have this warning, while the other has not. 
Common sense would tell us that if one is not dangerous neither is the other, 
but under the law we may sell one but not the other. The manufacturer does 
this because if his product contains the caution, he does not have to state dosage, 
and therefore cannot be held liable for dosage, but under the law, the pharmacist 
filling the prescription is held liable for dosage on all prescriptions which he 
fills, even though he cannot know what the dosage is, because the manufacturer 
refuses to so state on his label on his product. You can imagine the confusion 
that this type of labeling causes the pharmacist. The S. 1186 bill provides that 
only those drugs which the Federal Security Administrator finds to be dangerous, 
after careful study, shall contain a caution and it shall read as follows: “Cau- 
tion—Federal law prohibits dispensing without prescription.” This is fair and 
reasonable, avoids confusion, and is what the retail druggists of America 
want. 

With many thanks, I am, 

Very truly yours, 
P. G. FRANKLIN, Jr. 


BristoL LABORATORIES, INC., 
Syracuse, N. Y., August 13, 1951. 
Hon. Herrert H. LEHMAN, 
Senate Office Building, Washington, D. C. 


Dear SENATOR LEHMAN: It is expected that S. 1186, commonly referred to as 
the Humphrey bill, will be acted upon by the Labor and Welfare Committee 
within a short time. This proposed legislation is a bill to amend section 503 (b) 
of the Federal Food, Drug, and Cosmetic Act, and, as such, has been worthy: of 
our serious study here at Bristol Laboratories, Inc. 

Since, at the very least, legislation of this nature affects our business, we feel 
that it is our duty to not only inform ourselves of the import of the proposed 
legislation but to inform our representative in the Senate of our considered opin 
ion with regard to it. However, aside from our natural and evident interest in 
such legislation, we have a sincere desire to do whatever is possible to prevent 
the approval of legislation which, in our opinion, will take us one clear step 
further in our dangerous slide into socialism. And, on the other hand, we have 
an equally strong desire to support the adoption of legislation which will benefit 
and protect all Americans. 

The Humphrey bill in part proposes the clarification of the prescription exemp- 
tion from the labeling requirements of the Federal Food, Drug, and Cosmetic 
Act, as follows: : 

1. It authorizes the filling and refilling of oral or telephone prescriptions 
under appropriate safeguards; the present act recognizes only written and 
signed prescriptions. 

We approve of this proposed change for the reason that the public, as well 
as the retail druggists and physicians, will be benefited without any diminution 
of safeguards. 
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2. It specifies in detail the conditions under which pharmacists may refill 
prescriptions. At present no prescription may be refilled without the spe- 
cific written authorization of the physician. The proposed act would per- 
mit refilling without authorization except in the case of dangerous or habit- 
forming or new drugs. 

This change we favor and support. 

These two provisions of the Humphrey bill were the fundamental reasons for 
the legislation and these purposes have been universally approved by all parties 
and groups concerned. Were the bill confined to these purposes, we would sup- 
port it. 

The bill as presently drawn, however, does not stop with the treatment of 
the prescription refill problem. Instead, that problem is availed of for the ad- 
vancement of a plan to regulate the drug industry in a manner and to an extent 
not heretofore proposed. 

Rather than the manufacturer of a drug being allowed, on the basis of a 
statutory standard, to make a determination as to whether its product should 
be sold by prescription or over the counter, this bill provides that three types 
of drugs will be limited to prescription sale. These are: habit-forming drugs, 
“dangerous” drugs, and new drugs. The Federal Security Administrator will 
determine which drugs are “dangerous” and must be sold by prescription. There 
is at present no difficulty in determining which drugs are habit-forming or new. 

It is claimed by the proponents of the bill that the determinations of the Ad- 
ministrator as to which drugs are dangerous will be made on the basis of a 
statutory standard and that they will be subject to judicial review. 

It is this feature of the Humphrey bill which we vigorously oppose. 

We feel that the determination of which drugs may be sold only on prescrip- 
tions should be left to judicial determination on the basis of a statutory standard 
in court proceedings instituted by Federal enforcement officials. The power of 
the Administrator under the proposed legislation to decide, by the issuance of 
regulations, drugs which could be sold only upon prescription, we believe would 
be a dangerous and unnecessary delegation of authority. Moreover, instead of 
solving the problems of the public, the retail druggists, and the physician as the 
bill purports to do, it will add to present difficulties by increasing bureaucratic 
regulations. The use of this power by the Administrator would, in time, amount 
to an over-all control of the manufacture, distribution, and administration of 
drugs. 

And, of equal if not greater importance, the Administrator in the exercise of 
his power would have greatly to do with the practice of pharmacy and medicine. 
The bill as reported jeopardizes the traditional right of self-medication and 
choice of remedies, and will increasingly restrict the number and nature of drugs 
available in over the counter sales, and will, therefore, increase the cost of 
medical care. As medical costs rise because of fees to physicians for prescriptions 
and because of perscription prices, there may well be a demand by the public 
for governmental relief. This would be one of the last steps toward socialized 
medicine. 

We know of no occasion when a grant of administrative power as wide in 
scope and as far reaching in effect and implication as that of the Humphrey bill 
has been proposed for the regulation of the drug industry. 

We, therefore, respectfully request that you give consideration to an amend- 
ment of this bill as follows: Strike out all the language in subparagraph (B) of 
subsection 9 (b) (1) of section 5083 of the Federal Food, Drug and Cosmetic Act, 
and insert in lieu thereof the following: 

“(B) because of its toxicity or other potentiality for harmful effect or the 
method of its use or the collateral measures necessary to its use is not safe for 
use except by or under the supervision of a practitioner licensed by law to ad: 
minister such drug.” 

The adoption of this language, we believe, sets up a proper standard and gives 
it statutory authority. With subparagraph (B) so amended, we support the bill. 

Very truly yours, 

sRISTOL LABORATORIES, INC., 
Ropert C. GASEN, 
Treasurer. 
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Put Beta SIGMA FRATERNITY, INC., 
St. Louis, Mo., September 9, 1951. 
Hon. James P. Kem, 
United State Senate, Washington, D. C. 

DeaR SENATOR: Please be advised, that as president of the Mound City Phar- 
maceutical Association, I have been instructed by said body, representative of 
the 50 Negro pharmacists of Greater St. Louis to urge you to support and work 
toward the passage of the Durham-Humphrey bill. 

Your favorable action in this matter will be highly appreciated by all mem- 
bers of this professional group. Hoping to hear from you at your earliest con- 
venience, I am, 

Respectfully yours, 
S. Epwarp GILBERT, 
President, Mound City Pharmaceutical Association. 


SEPTEMBER 10, 1951. 
Hon. THEODORE FRANCIS GREEN, 
Senate Office Building, Washington, D. C. 


Dear SENATOR: The druggists of Rhode Island desire the passage of Senate bill 
No. 1186 introduced by Senator Humphrey written to give the retail druggists of 
the Nation relief from a condition that has grown increasingly intolerable. 
Under present law pharmacists are not permitted to receive oral prescriptions 
from a practitioner. We ask privilege of accepting telephoned or oral prescrip- 
tions. No. 1186 gives authority to food and drug administrators to determine 
after a hearing if requested which drugs should carry legend, viz, “Caution— 
Federal law prohibits sale or dispensing without prescription.” The bill pro- 
vides that when a drug is safe for lay use the manufacturer must indicate by 
preparing adequate directions. For across-the-counter sale, we ask your support 
for the bill as reported favorably by the House committee without the O’Hara 
amendment. 

CHARLES F.. GILson, Secretary, 
Rhode Island Pharmacists Association. 


GUARINO FOR PRESCRIPTIONS, 
Richmond Hill, N. Y., August 15, 1951. 
Hon. H. H. LEHMAN, 
Washington, D. C. 


HONORABLE Srr: I wish, Honorable Sir, that you support S. 1186 because this 
bill will correct detrimental provisions— 

(1) That make it illegal for a pharmacist to recognize an oral prescription 
(telephone) from a physician ; 

(2) That require a written prescription from the prescriber for every refill, 
despite the fact that many of the drugs called for are safe to use; 

(3) That allows a manufacturer to confine a medicine he makes to a prescrip- 
tion though it be nothing more than charcoal or molasses; 

(4) That include restrictions on numerous medicinals without the slightest 
justification ; 

(5) That make the pharmacist alone liable for mislabeled drugs sold in 
packages over the counter though the responsibility belongs to the manufacturers 
of the packaged medicinals; 

(6) That contribute serious confusion through uncertainty and the inability 
of the pharmacist to determine limitations in a large number of instances. 

The S. 1186 (the Durham-Humphrey bill) this proposed measure is in the 
Senate there, it is in the Committee on Labor and Public Welfare, hearing on this 
bill is expected quite soon. Won’t you please support S. 1186? 

Respectfully yours, 
MICHAEL GUARINO. 
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New York, N. Y., September 13, 1951. 
Senator LEHMAN, 
Senate Office Building, 
Washington, D. 0. 

DEAR SENATOR: I oppose the prevention of receiving medicines by mail. My 
sister would be involved in this respect, and we have all the faith we can 
toward the medication she has been receiving from Chicago. She has had no 
spells epilepsy since she is taking pills sent by her doctor. This can be proven 
in her case and many more there. I am very much opposed to the Durham- 
Humphrey bill amendment. 

Very truly yours, 
Mrs. CEILA GUCITI. 


Summit, N. J., September 17, 1951. 
Hon. Herperr H. LEHMAN, 
Senate Office Building, 
Washington, D. C.: 

On behalf of this company and personally we recommend that you give your 
support as a member of the Labor and Public Welfare Committee to H. R. 3298, 
Durham bill, as passed by the House with the two amendments embodied in 
the September 7, 1951 agreement addressed to your committee by the National 
Association of Retail Druggists, American Drug Manufacturers Association, 
American Pharmaceutical Manufacturers Association, and the Proprietary As- 
sociation. H. R. 3298 appears to us to best preserve the objectives of the Food 
and Drug Administration, the retail pharmacists, and the pharmaceutical manu- 
facturers of this country in their services to the American public. 

CrisA PHARMACEUTICAL PrRopucts, INC., 
T. F. Davies Hatngs, President. 


NEw YORK PHARMACEUTICAL CoO., 
Bedford, Mass., August 13, 1951. 
Hon. Hersert H. LEHMAN, 
United States Senate, Washington, D. CO. 

Dear SENATOR LEHMAN: The Durham-Humphrey bill, H. R. 3298, as it passed 
the House, is a constructive measure. In the original bill, in subparagraph B 
of paragraph 1, there was a bad feature, giving as it did arbitrary powers to 
the Federal Security Administrator to determine whether or not medicines 
should be sold over the counter or only by prescription. 

The Administrator already has the power to control dangerous drugs, and 
with this we have no quarrel. The additional powers conferred under the above 
paragraph would only be a step in the direction of socialized medicine which we 
all wish to avoid. 

We suggested that all of the language in B beginning with line 6, page 5 of the 
bill, and extending through line 16 be stricken out and the following inserted: 

“(B) * * * because of the toxicity or other potentiality for harmful 
effect or the method of its use or the collateral measures necessary to its use 
except by or under the supervision of a practitioner licensed by law to administer 
such drug.” 
and this amendment was accepted by the House. 

We understand that the Humphrey bill, S. 1186, now before your committee, 
is identical with H. R. 3298 before it was amended by the House. We strongly 
urge that you amend §. 1186 to make it identical with the bill which the House 
approved. 

Very truly yours, 
NEw YorK PHARMACEUTICAL Co., 
ArTHuR H. Hayben, Trustee. 
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THE MASSACHUSETTS MEDICAL SOCIETY, 
Boston, Mass., September 10, 1951. 
Hon. Henry Canor Loner, Jr., 
The United States Senate, Washington, D. C. 

Dear SENATOR LopeE: The committee on national legislation of the Massachu- 
setts Medical Society is of the opinion that S. 1186 should be amended to conform 
with H. R. 3298 as amended on the floor of the House. 

As you know, the House struck out that portion of the bill empowering the 
Federal Security Agency to prepare and administer a list of drugs which would 
require a prescription for dispensing. 

This bill has been scheduled for hearing before the Senate Subcommittee on 
Health starting September 11, 1951. 

Respectfully submitted by direction of the president. 

CHARLES G. HAYDEN, M. D., 
Chairman, Committee on National Legislation. 


INDIANAPOLIS, INp., September 14, 1951. 
Senator LEHMAN, 
Senate Office Building, Washington, D. C.: 
Indiana pharmacists urge approval of H. R. 3298 as amended in committee 
September 12. 


INDIANA PHARMACEUTICAL ASSOCIATION, 
Henry W. HEINE, Lrecutive Secretary. 


Oe 


Drrecr LABORATORIES, INc., 
Burrato, N. Y., September 10, 1951. 
Hon. Hersert H. LEHMAN, 
Senate Office Building, Washington, D. C. 

My Dear SENATOR LEHMAN: It is our understanding that you are on the 
Committee on Labor and Public Welfare, and that an act, H. R. 3298, to amend 
section 503 (b) of the Federal Food, Drug, and Cosmetic Act has been referred 
to the Committee on Labor and Public Welfare. 

We feel that the act as now written should be clarified and changed at least 
in one minor way. The act, H. R. 3298, now states on page 3, lines 12 to 17, 
that a drug subject to the act shall be labeled: “Caution: Federal law prohibits 
dispensing without prescription.”” We feel that this should be changed to read: 
“Caution: Federal law prohibits dispensing except by a physician or dentist, 
or on prescription.” 

It is customary for many physicians to give or dispense various drugs to their 
patients. The new act, as now written, seems to prohibit the physician from 
this very common practice. We do not believe that the act intended to prohibit 
the physician from giving drugs to his patients, nor do we believe it is for the 
general good that a law should be enacted prohibiting physicians from giving 
drugs to their patients. 

Therefore, we respectfully request that you make the indicated changes in 
act H. R. 3298. 

Yours very truly, 
ArTHuR C. HrERzoa, 
Vice President. 


Ferp. T. Hopkins & Son, 
New York, N. Y., September 6, 1951. 
Hon. Hersert H. LEHMAN, 
Senate Office Building, 
Washington, D. C. 

Dear SENATOR LEHMAN: This is to urge your most vigorous opposition to the 
Humphrey bill, 8S. 1186, now pending before the Committee on Labor and Public 
Welfare. Our objection is to subparagraph (B) of paragraph (1) which em- 
powers the Federal Security Administrator to determine the drugs that can be 
sold only on the prescription of a physician. The Administrator would thus 
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have the power to restrict all proprietary drugs to sale by prescription. This 
would be disastrous not only to the proprietary drug industry but also to the 
consuming public, which would suffer greatly in the time, cost, and inconvenience 
then required to obtain common necessities of this kind. 

Most families have in their medicine chests a variety of proprietary remedies 
such as aspirin tablets, laxatives, nose drops, antiseptics, and bandages. Those 
who travel and are subject to motion sickness also carry a supply of Mothersill’s. 
All remedies of this type are used for minor ailments without the supervision of 
a physician. Consumers demand that such products be readily available to them 
and the proprietary drug industry has sought to satisfy that demand. 

If a physician's fee for writing a prescription and a pharmacist’s fee for filling 
it were added to the cost of such remedies, the price the consumer would have to 
pay would be prohibitive. It would then be necessary for the Government to 
subsidize the consumers either through some form of socialized medicine or 
through direct subsidy. 

A similar bill was before the House of Representatives, H. R. 3298. After 
extensive debate, the subparagraph to which we object was deleted and the bill 
was amended so as to be entirely satisfactory. As passed by the House, sub- 
paragraph (B) of paragraph (1) reads: 

“(B) because of its toxicity or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use, is not safe 
for use except under the supervision of a practitioner licensed by law to admin- 
ister such drug; or” 

We therefore respectfully urge that you oppose S. 1186 in its present form 
and support a bill containing the provisions of H. R. 3298, as it passed the 
House. 

Respectfully yours, 


Ferp. T. Hopkins & Son, 
Distributors, Mothersill’s Travel Remedies. 
By F. T. Hopkins. 


West Hitt PHARMACY, 
Ilion, N. Y., August 27, 1951. 
Senator Hersert H. LEHMAN, 
Senate Office Building, 
Washington, D. C. 

Dear Senator LEHMAN: May I urge you to vote for bill S. 1186 and include 
subsection B left out by the House of Representatives? 

This subsection will not only protect the public but it will relieve the pharma- 
cist from the constant worry of violating the law due to the selfish actions of 
manufacturers. 

We must be free to handle and accept oral prescriptions from physicians and 
to refill said prescriptions when we deem it advisable. To be able to do this 
sometimes means that with prompt medication the patient makes a faster recov- 
ery than if a period of time elapses between the doctor's call and the time the 
store receives the written prescription. 

Please vote for bill S. 1186 and include subsection B. 

Very truly yours, 
ROLAND M. JORDAN. 


WILLIAM W. LEE & Co., INC., 
Watervliet, N. Y., August 22, 1951. 
Hon. Hersert H. LEHMAN, 
The United States Senate, 
Washington, D. C. 
Dear Sir: On September 11 hearings will begin on bills S. 1186 and H. R. 3298. 
Our company vigorously opposes bill S. 1186, particularly subparagraph (B) 
of paragraph (1), which grants such unnecessary and arbitrary power to our 
Federal Security Administrator, Mr. Oscar Ewing. 
Your full support of a bill containing the provisions included in H. R. 3298 
as it passed the House is earnestly requested and will be sincerely appreciated. 
Very truly yours, 
WILLIAM W. LEE & Co., INC., 
Lois ULCHER KLEMM, Secretary. 
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WATERVILLE, MAINE, August 31, 1951. 
Senator MARGARET CHASE SMITH, 
Senate Office Building, Washington, D. C.: 


Bill No. 8S. 1186 is important to we druggists and the people we service. I 
urge you to vote for the bill. It is of great importance to include subsection 
B left out by the House. The provision is imperative in order to relieve drug- 
gists from the constant menace of prosecution they face due to the selfish actions 
of some manufacturers. Subsection B will also protect the public. 

LAVERDIERE DxvuG Srore, 
E. LAVERDIERE. 


CANNON PHARMACY, 
Freeport, N. Y., August 20, 195 
Senator HERBERT H. LEHMAN, 
Senate Office Building, Washington, D. C. 


Dear SENATOR: May we have the privilege of asking your support of bill S. 
1186 (the Durham-Humphrey bill). 

_ This bill will remove a group of inequities which work a hardship on physi- 
cians, their patients, and the pharmacists who compound their prescriptions. 

For example, at the present time, the FDA regulations prohibit a pharmacist 
from accepting a prescription by phone from a physic ian. Where time is of the 
essence, such as in a case of severe infection, we are sure you can appreciate 
the time that could be lost with subsequent additional risk to the patient's life 
just because the pharmacist has to wait for a written prescription before filling 
it. This new bill would allow a pharmacist to fill a telephone prescription which 
he would have to reduce into written form and file. 

At the present time FDA regulations prohibit the refilling of a prescription. 
In the case of a person with ulcers, it is sometimes necessary for him to take 
aluminum hydroxide gel for an extended period of time. Aluminum hydroxide 
sel, as your physician can tell you, is a relatively innocuous preparation. Yet 
according to present regulations, every time that the patient finished his bottle 
of gel he would have to return to his physician for a new prescription. Think 
of the untold inconvenience every physician and patient must undergo. Under 
the new bill, all prescriptions will be allowed to be refilled except those that 
are classified as dangerous or narcotic under present laws 

Thirdly, under present law each drug manufacturer may label his product 
so that it can be sold over the counter to the public or be restricted for dis- 
pensing by prescription only. Take methenamine. It is an old remedy used as a 
urinary antiseptic. If a customer entered our store and asked for it, we could 
sell the tablets put up by Eli Lilly & Co. because they are labeled for public sale. 
Yet the very same product put up by William R. Warner & Co. cannot be sold 
because it is labeled for prescription use only. This can lead to quite a state of 
confusion, and does, since it occurs over and over again with many products. 
The new bill will remove this chaotic state of affairs by vesting in the Food and 
Drug Administration the power to declare what drugs are harmless and may be 
sold to the public, and what drugs are of serious character to be dispensed only 
on a physician’s prescription. It also protects the manufacturer by giving him 
an ample field of appeal from any ruling he thinks unfair to his interests. 

Your consideration of this matter would be deeply appreciated. 

Very truly yours, 
Sam Lipow. 
SoLoMON ROLLER. 


UNITED STATES SENATE, 
COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE, 
July 25, 1951. 
Hon. JAMES E. MurRRAY, 
Chairman, Committee on Labor and Public Welfare, United States Senate. 
Dear SENATOR: The Washington State Pharmaceutical Association in its 
sixty-second annual convention at Yakima, Wash., passed the following 
resolution : 
“Whereas the rulings of the Food and Drug Administration, as to procedure for 
the refilling of prescriptions, have placed a heavy burden upon the pharmacist ; 
and 
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“Whereas the rulings of the Food and Drug Administration have led to confu- 
sion to the classification of dangerous drugs: Therefore be it 

“Resolved, That the WSPA in convention assembled, urge its membership to 
support the passage of the Durham-Humphrey bill now before Congress; and be 
it further 

“Resolved, That the NARD be informed of this resolution and that the execu- 
tive committee of the NARD be urged to use all means at their disposal for 
passage of this bill, and that a copy of this resolution be mailed to our Repre- 
sentatives in Congress.” 

The bill referred to, S. 1186, introduced by Senator Humphrey, has recently 
been referred from Interstate and Foreign Commerce to your committee. I am 
sure you will be interested in this expression of support by the organization 
which represents 900 member stores in the State of Washington. 

Best personal regards. 

Sincerely, 
WARREN G. MAGNusSON, U. S. S. 


Bu.xk Drvuas, 
Toledo, Ohio, August 28, 1951. 
Hon, JAMES E. Murray, 
Senate Office Building, 
Washington, D. C.: 


Senate bill 1186 is damaging; not just obnoxious to your druggist friends, if 
subsection B is knocked out. This would permit manufacturers to retain the 
so-called legend label, which is not only confusing but lays the druggist liable to 
prosecution for selling the simple chemicals and drugs which have been the 
people’s refuge from high-priced-name-brand items. 

Examples: Merck Chemical Co., has placed upon all their labels for the various 
chemicals, simple, harmless, and otherwise, the following: “Not to be dispensed 
except upon prescription of physician, dentist, or veterinarian, otherwise used for 
manufacturing purpose. * * * This restriction applies only for medical 
use.” Some use the last sentence, some do not. However, the restriction means 
grandma cannot purchase an ounce of sodium salicylate for her rheumatism. 
Many other simple chemicals, and a great many simple, old-time herbs and 
powdered drugs come with similar labels. 

Druggists may not purchase 1,000 to 5,000—we buy 25,000 to 50,000—and sell 
25, 50, or 100, without placing all the restrictive minimum directive dosage, 
beside writing this and that ingredient of a vitamin “has had no minimum dosage 
determined.” This means that the manufacturer is determined to place the 
druggist in a position, or circumstance, where he must buy only brand names and 
dispense in his original container—100 for $4.46, when we buy 50,000 and sell a 
better item at 100 for $1.98. This instance multiplied a thousandfold. Vitamin 
combinations have been shoved up to $18.33 per hundred; a robber’s price to the 
dear public. They wish to protect the public from the druggist selling “unequali- 
fied” items to the public, when records prove that manufacturers have killed no 
less than a dozen people in the last 10 years with “mistakes.” Look up the record 
for druggists for 100 years. The manufacturer is now charging us what we should 
charge the customer, and they wish to compound all prescriptions, which leaves 
us as “pourer outers” and “counter outers,” an ordinary clerk’s job. If you 
legislators do not help us, we druggists are doomed as aids to the public health 
at prices the public can afford to pay. This means socialized medicine; then 
Uncle Sam can be robbed. 

Words fail me; thank you. 

O. P. MarMoN. 


THe J. R. Watkins Co., 
Winona, Minn., August 24, 1951. 
Hon. JAMES BE. Murray, 
Senate Office Building, Washington, D. C. 

Dear SENATOR Murray: In the interests of our business, we are opposed to 
the unlimited and arbitrary power granted to the Federal Security Adminis- 
trator in Senate bill 1186 to control the manufacture and distribution of pro- 
prietary medicines. 

Your full support is respectfully requested of the Durham bill, H. R. 3298, 
in the form in which it passed the House of Representatives. 

Very truly yours, 
Marre METTILLeE, Assistant Secretary. 
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Topeka, Kans., September 12, 1951. f 
Senator Hersert LEHMAN, 
Senate Office Building, Washington, D. C.: 

The Kansas Pharmaceutical Association, representing pharmacy of this State, 
urges that your subcommittee report H. R. 3298 with the O'Hara Amendment 
plus additional amendments approved by the American Pharmaceutical Associa- 
tion out of the committee. We do appreciate your cooperation on this. 

KANSAS PHARMACEUTICAL ASSOCIATION, 
CLARA MILLER, Secretary. 


Rapip Ciry, S. Dax., August 30, 1951. 
Senator FRANcis CASE, 
Washington, D. C.: 
Please give your support to amending the Durham-Humphrey Bill as recom- 

mended by our South Dakota Pharmaceutical Association. 
Harotp W. MILLs. 
ANDREW J. OLSON. 
WELLS EERNISSE. 


DuPaGe County RerarL DruGoists ASSOCIATION, 
Naperville, Ill., July 18, 1951. 
Hon. JAMES F. Murray, 
Chairman, Committee on Labor and Public Health, 
Washington, D. C. 

DEAR SENATOR: We urge you to expedite Senate bill S. 1186, known as the 
Durham-Humphrey bill, which will clarify the filling and refilling of prescriptions 
and bring about a unification of the prescription legend. 

As you doubtless are, the present situation is causing a disservice to the public 
and the pharmacist. By placing this responsibility in the Food and Drug Ad- 
ministration, there will be a complete clarification. 

Today it is unthinkable that telephone prescriptions cannot be accepted, or 
that refills are placed on the doubtful list. It does not make sense. We are fully 
aware that certain drugs canot be refilled, that many can with absolute safety 
to the patient and in justice of an urgent need. 

I realize there are many pressing problems before you, but feel this measure 
is of utmost importance and should have preference; that it may be enacted into 
law as speedily as possible. 

I will appreciate an early and favorable reply. 

Sincerely yours, 
L. W. OSWALD, 
Member, Committee on National Legislation, National Association of 
Retail Druggists. 


Sanssy Drug Co., 
St. Paul, Minn., August 27, 1951. 
Senator HusErRt HUMPHREY, 
United States Senate Office Building, Washington, D. C. 

DEAR SENATOR HUMPHREY: Certainly you, as a registered pharmacist and Cco- 
author of the bill, need no reminder of the importance of passing S. 1811 intact, 
and without the O'Hara amendment as adopted by the House of Representatives. 

Nevertheless, I wish to cite an example to you, as I did in another case to 
Congressman O’Hara, of the gross misuse of the so-called “prescription legend.” 
Ascorbic acid is widely used at this season as a retardant of discoloration in 
certain fruits when they are preserved by canning or freezing. The Mallinckrodt 
Chemical Works markets a 25-gram package for resale. I quote verbatim from 
the label: “Caution. To be dispensed only by or on the prescription of a physician, 
dentist, or veterinarian, or otherwise used only for manufacturing purposes. E 
This restriction applies only to medicinal use.” ‘ 

Just where does the liability rest in such a case? Perhaps the opponents of 
S. 1811 can tell. 

Sincerely, 





OBA camera 


(Typed) Warren D. Patterson. 
(Signed) Warren D. Parrerson, R. PH. 
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PIERCE’S PROPRIETARIES, INC., 
Buffalo 11, N. Y., August 13, 1951. 
Senate 1186. 
Senator Hersert H. LEHMAN, 
Senate @Ofice Building, Washington, D. C. 


Deak SENATOR LEHMAN: Subparagraph (B) of paragraph (1) of the Hum- 
phrey bill, Senate 1186, would give to Federal Security Administrator Ewing 
unnecessary arbitrary power to decide whether any drug is efficacious and to 
restrict any drug to sale only by prescription, giving him arbitrary life-and- 
death power over all proprietary drugs. I hope you don’t want to give the admin- 
istration such arbitrary and unnecessary power and that you will support H. R. 
3298 as it passed the House, which does not contain this objectionable power. 

Sincerely yours, 
R. VAUGHN PIrerce, President. 


JOHN SHAW Drue Co., 
Blooming Prairie, Minn. 
Hon. Hersert H. LEHMAN, 
Senate Committee on Labor and Public Welfare, 
Washington, D.C. 

Hon. Senator LEHMAN: The writer solicits your aid in sponsoring an 
early hearing in favor of 8S. 1186 (the Durham-Humphrey bill). We pharmacists 
believe that in supporting S. 1186 it will correct the following detrimental 
provisions: 

1. That make it illegal for pharmacists to recognize an oral (telephoned) 
prescription from a physician; 

2. That require a written prescription from the prescriber for every refill, 
despite the fact that many of the drugs called for are safe for use; 

3. That allow a manufacturer to confine a medicine he makes to a presc ription 
though it be nothing more than charcoal or molasses ; 

4. That includes restrictions on numerous medicinals without the slightest 
justification ; 

5. That makes a pharmacist alone responsible for mislabeled drugs sold in 
packages over the counter though the responsibility belongs to the manufac- 
turers of the packaged medicinals ; 

6. That contribute serious confusion through uncertainty and the inability of 
the pharmacist to determine limitations in a large number of instances. 

We are quite sure that you will back the hundreds of thousands of public 
servants, that we pharmacists feel we are to the Nation, in our dire hour of need. 

Thanking you for all the support you can give us in a complete passage of 
S. 1186, remain, 

Sincerely yours, 
J. P. Pompa, R. Ph. C. 


PRICE’S PHARMACY, 
Laurel, Mont., August 27, 1951. 
Senator James E. MURRAY, 


Washington, D. C. 


Dear SENATOR: Although I am not one of your constituents, I have been 
urged by our national trade organization, who keep me posted on issues pertinent 
to the welfare of our profession and the customers we serve, to write you and 
ask you to support S. 1186, including subsection B. 

The present regulations promulgated by the Food and Drug Administration 
regarding the labeling of medicines, filling prescriptions, and refilling prescrip- 
tions has caused much confusion, hard feelings, and worry among several 
thousand conscientious pharmacists and doctors and several million people who 
find it necessary to take medicine for one reason or another. 

The regulations as they now stand have caused considerable increase in grey 
hair and ulcers, judging from my own experience. 

Please do your best to bring the above bill to pass and you will be doing a 
favor to not only many thousands of your own constituency, but also to many 
millions of people all over the country. 

Very truly yours, 


MERWIN J. PRICE. 
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MASSACHUSETTS STATE PHARMACEUTICAL ASSOCIATION, 
Boston 8, Mass., August 8, 1951. 
Hon. HENry CaAsort Loner, Jr., 
United States Senate, Washington, D. C. 

DEAR SENATOR: As you probably know, H. R. 3298, an act to amend section 
503 (b) of the Federal Food, Drug, and Cosmetic Act, was approved by the 
House of Representatives with an amendment offered by Congressman Joseph 
P. O’Hara, which eliminated one of the serious objections made by pharmacists 
all over the country, namely, the giving to the Federal Drug Administrator, 
Oscar Ewing, the right to determine which drugs should or should not be sold 
over the counter or by prescription. 

This authority, which was recommended by the Food and Drug Administra- 
tion, and by the National Association of Retail Druggists, was opposed by the 
druggists of Massachusetts, who felt that it would give autocratic powers to 
the Federal Drug Administrator. This authority was also opposed by the 
American Pharmaceutical Association, American drug manufacturers, and many 
State druggists’ associations. 

H. R. 3298, as it is now amended, is much better than when it was originally 
reported by the House Interstate and Foreign Commerce Committee. At the 
present time the counterpart of this bill, namely, S. 1186, introduced by Senator 
Hubert H. Humphrey, is pending before the Senate Labor and Public Welfare 
Committee and is now being handled by a subcommittee headed by Senator 
Herbert H. Lehman of New York. We hope that Senate 1186 will be amended 
to conform with H. R. 3298, as it finally was passed by the House on August 1. 

Of course, we in Massachusetts, and the American Pharmaceutical Association, 
had hoped that the bill would be further amended by eliminating the restriction 
which it contains which denies to registered pharmacists the right to refill all 
prescriptions except narcotics, which are prohibited refilling by the Harrison 
Narcotic Act, and except in the case of those prescriptions upon which the 
physician has indicated that he does not desire the prescription to be refilled. 
In both these instances, naturally the registered pharmacist should not be per- 
mitted to refill prescriptions, but for centuries registered pharmacists have been 
refilling prescriptions in accordance with his training and experience as a phar- 
macist. This practice has become custom and usage in the profession and 
recognized by the medical profession as well. 

H. R. 3298 and §8. 1186 still contain provisions which take away from the 
pharmacist this traditional right to refill. If this provision were deleted from 
both these bills, the remaining provisions would be entirely statisfactory to the 
registered pharmacist of America. I hope, therefore, that you will vote for 
S. 1186 provided it is amended to read as H. R. 3298 now reads and as it was 
approved by the House, with the hope that you may find it possible to secure the 
additional amendment which will eliminate the restriction on refiling all pre- 
scriptions except narcotics and except those where the physician has otherwise 
indicated on the prescription. If this amendment were adopted, then I believe 
the pharmacists all over America, especially those in Massachusetts, would be 
very happy for their traditional right to refill would not be taken away from them, 

Prior to a year or so ago the present Federal Food, Drug and Cosmetic Act 
was always construed as permitting such refilling, but in 1948, 10 years after 
the passage of the Food and Drug Law, Mr. Ewing suddenly construed the law as 
denying registered pharmacists the right to refill prescriptions as was their 
custom and practice over the years. This interpretation of the law on refilling 
ereated the furore which now exists and which promoted the filing of both the 
Durham and Humphrey bills. Both these bills now permit pgefilling without the 
doctor’s consent of all prescriptions for household remedies, but still restrict 
the right by their provisions to refilling of all other prescriptions only if and 
when the physician either gives consent orally or in writing. This requirement 
will work a severe hardship in many instances upon the patient, the physician, 
and the pharmacist, for if the physician is not available, then the pharmacist 
eannot refill the prescription in question and hardship will result. 

Accordingly, I trust that you not only will support Senate 1186, as it may be 
amended to conform to H. R. 3298 adopted by the House, but that you will also 
seek to have S. 1186 amended to permit the long and traditional practice of re- 
filling to continue. 

My sincere personal regards. 

Sincerely yours, 
MASSACHUSETTS STATE PHARMACEUTICAL 
ASSOCIATION, 
SAMUEL SILVERMAN, General Counsel. 
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TAyYLor Druvue, 
American Fork, Utah, August 28, 1951. 
Senator JAMES E. Murray, 
Washington, D. C. 
DEAR SENATOR: S. 1186 is important to the druggists and the people they serve. 
I urge you to vote for the bill. It is of great importance to include subsection B, 
left out by the House. The provision is imperative in order to relieve the drug- 
gists from the constant menace of prosecution they face due to the selfish actions 
of the manufacturers. Subsection B will also protect the public. 
Very truly yours, 
Davip S. TAywor. 





Des Moines, Iowa, August 20, 1951. 
Hon. Hersert H. LEHMAN, 
Senate Office Building, Washington, D. C.: 

You undoubtedly are opposed to granting arbitrary and unlimited power to 
any one Government agency or head thereof. This remark is made with reference 
to the so-called preseription bill, S. 1186, now pending in the Senate. Our com- 
pany is opposed to subparagraph (B) of paragraph (1) of this bill, which grants 
unnecessary and arbitrary power to the Federal Security Administrator in his 
control over the manufacturer and distributor of drugs. We ask your support 
of a proper amendment of subparagraph (B) of paragraph (1) contained in 
H. R. 8298 as it passed the House. 

CARL WEEKS 
(For Weeks & Leo Co., Inc.). 


—_ 


Prerre, 8S. Daxk., September 12, 1951. 
Senator LEHMAN, of New York, 
Senate Office Building, Washington, D. C.: 
Understand agreement reached for amending H. R. 3298 as passed by House of 
Representatives. South Dakota Pharmaceutical Association urges that measure 
be reported to Senate floor with agreed amendments. 


Buiss C. Wiison, Secretary. 





